
3M 03. 
ATl!N:c.z-mu -a 
3Mm=m260-2B-12 
SC. PAuL,MN 55144-loo0 

A.R.C. LASER CXXP. 
ATm:DANiEL I-DEFER 
2417 SolRH 3850 WEST 
SALT LAKE CITY, UT 84120 

AARmMEDIaLINDu~ 
AT.m:RicK - 
710030IH AVE. IQWH 
ST. PlSlERSm, F'L 33710-2902 

ATiN:IaM MARSH 
273 SCVIH AIW~U" F~JILUG RD. 
N74Pms, FL 34104 

510(k) m: KOO1114 
F'ZNFi NO : 651-737-9267 

510(k) m: K993154 
m rm : 801-972-1311 

510(k) NO: Koo1382 
E'ENEi ID : 727-384-2323 

510(k) No: Kool223 
Ts33z-m m : 941-643-8023 

AD-RENAL -iES, INC. 510(k) m: KOOO792 
, cs-xxx-xx, cs-3xXx-xX 
ATiN:miN (iFcLAN FWSEM3: 425-825-1276 
11838 N.E. ll2TH ST. 
-, m 98033 

-SPINE-, INC. 
ATm:- TM3 

510(k) m K993066 
Ff3ZNENo: 5X-251-6798 

3645GRAND AVETWE 
SUITE 304 
QAWAM), CA 94610 

mT 
F"XDEX 510(k) ND: K991999 

PFKNE IQ3 : 9494534410 
33 TECWXEY DR. 
IRVINE, CA 92618 

ADvANcm~mImmm 510(k) No: x993775 
ATiN:Ki3vJ.N CORRIGAN pi?KTa No : 949-453-6410 
33 - DR. 
IRVINE, CA 92618 

AMGWCXEDI&XXTIC'SCXX?. 510(k) m: KOO1567 
ATlN:JANis v i?HlNEW: 650-569-3852 
1201 IXXXAS AVE. 
RELWXDCITY, a94063 

DEiVICE:3MQJIKmiE'TEMwwI~~~ 
SE DECISIQN MADE: O%JUN-2000 
510(k) SmGRY AVAIIABLF: FXM l!DA '. ,n ,I ‘8 '.,' i‘ ,.:: ,. ". ., ,.;, 

_' .' z. 'i 1:: : ,. * '. 

DEVICE:L.%SER JFTmmLYsIssysTEM,pHAfFL3o~c~sy~ 
SE DEiCISICN MADE: 29-JUN-2OCXl 
510(k) SUbWARY Am FEuX liDA 

DJWICE:AAEfX21OOHIGH WVICXV 
SE DECISION MADE: 27-JUN-2ooO 
510(k) SUWARY AVAIUBTX fT0.t FDA 

DE%ICE:AC%UX,~ELAX3001,AX3~2 
SEDECISI~MADE: 23-JUN-2000 
510(k) snn%mm! 

DEVICE:CI~ DIALYSA!JEACID~ q&m l.rmxs cs-lxxx-xx 

SEiDEXXSIoNFADE: 08dJN-2W 
510(k) aSmmm?r 

DEVICTZ:WINDWCERVICZ'iLDYNU4ICPLATESYSlm 
SEDEXZISICNMADE: 07-JW-2OCO 

510(k) SUWA-fZ AWGIABiX FKH FDA 

DEVICX:SIERFQD~OOSSTERILIZER 
SE DECISION MADE: 15-JuN-2OCO 
510(k) SUbWGU! A= FFW FDA 

DEVICF,:sIERRADBI~PpLx 
SE DECISICN MADE: Ol-JUN-2000 
510(k) SUW?iRY Am FRCMFDA 

DEVICE:ADvANlXa 
SEDEXXSIONMXIE: t!ft~OOO 
510(k) SUbQGRY AVAILAHLF: FFXX EDA 



-ADDmLImmmRH-m (W 510(K) 
lXR~DECISICNSREXDEREO~lMlEPERICD01-JUN-2ooO 

SUMMWFSOR5lO(K) - 
!CBXUXi3(rJoN-2ooO 

AFsmLAP, INC. 510(k) m: %CCUX30 
ATm:LiAs&?cNEs PEWEND: 650-876-7000 
1ocoG7amwY 
ktKm.H SAN FFaNcim, ca 9408c-7030 

AEsaJLm-MEDmmAMERIcA 510(k) No: K994116 
1 
ATiN:wrLLiAM KELUY E%xNE No : 949-660-2950 
2525 MCXAWAVE. 
IRViNFn, Ca 92623-9791 

i?GiLDVT -iES Dm G510(k) W: KO01722 
El%sm?xmuLE 
ATm:?3aN PFEIL 
- ST. 130 
D 71034 E@XZWXN 
-rr 

H3oNE p93 : 49 703 14647223 

z4ixLEm TfrcmmxiEs, lxz 
A!L'I'N:DENISE HAJXY 
3OmM3mNmmmm. 
ANIXVEZ, MA 01810-1099 

XrLENr -iEs, lx!. 
LEt?r M3oooA/M3046A OlTKN Jl20 
A!lTW:DAVE C#XN 
3OcnMYumxmNRD. 
ANIXNER, &n 01810-1099 

?!Gm -m, INC. 
ATiN:sTEvE sINGI31R 
3OOOMINuTEMANF7D. 
AMl(JvER, m 01810-1099 

IJ&xcmm Tix.mmmm, INC. 
ATrN:MIE(E HDDSCN 
3OOOMYtNmmmRD.,MsO491 
~Ncxxm?, MA 01810-1099 

ArRTEcHNoLoGIEs, INC. 
ATiN:JclsEFB cYnm! 
7o(T.7wrmmRll 
Him, NY xl.802 

ATLEN -, LTD. 
ATlNzSHfZERIJLAKoTA 
6201 L?OUIH F 
EcX?T WRIH, TX 76134-2099 

510(k) No: KO01436 
FEN!XNo: 978-659-2701 

510(k) No: XXX664 

Fl3Im.E m : 978-659-3178 

510(k) m: KOO1711 
ET33E ND : 978-659-2101 

510(k) No: x001776 
FIXNENO: 978-685-3173 

510(k) No: x001313 
PHONE NO : 516-433-7676 

510(k) No: KOO1157 
F'I-KNE N-3 : 817-568-6179, 

06-JOL-2000 
%F=2 

DEVICX:SPINESYS'ImEVXLITI 
SE DECISION MADE: 29-JW2oao"N 
510(k) zxQw?m AVAILAEU FFCM FDA 

SE DEXXSICN MADE: Ol-JUN-2000 
510(k) SUbMRY Am FRX FDA 

510(k) SWNmY AD FIioM EDA 

DEiVICFsI'GILZWM2636ATEiXX.N~ 
SE DECISION M?!DE: 07-J0&2OC0 
510(k) SOMARY AVAXABLE FRX FDA 

SEDEZISICNMADE: 30-JON-2000 
510(k) ,sOMbWW AVAIUBLE = FDA 

DEVICE: M241OB lItwxml.Nr Hx MoLTisPEciAL 
SEDECL‘XCNMADE: 20-JON-2ooO 

TY%TTE+i,~I~B.1 

510(k) ,sUhWmY AVAlLABU F!FCM FDA 

DEvicE:mENr II cs 
SE DM=ISICN MADE: 08+JUN-2000 
510(k) ,'sWmmw 

DEVICE:NXARXIIIOLDEUXERYSYsrpI 
SE DECISICN MADE: 27-JW-2000 
510(k) tSUMMxU ALCUI&LE Fm+f FDA 



ATXA SCIEt?l?IFIC DESIGNS, INC. 
ATmJ:NAisHu iaN 

510(k) m K394405 
F'KNE IS.3 : 858-350-9798 

11494 ltmRmIo mLLEY RD., 
SUITE F/M 
SAN DIEW, CA 92121 

AU?A%XENTIFICDFSIGNS, INC. 510(k) ND: K994410 
ATm:N?mHu h!?itG l=¶?BE I+3 : 858-350-9798 
11494 SoRRENlo ic%TBY RD., 
SUITE F/M 
SANDlZQ,CA92121 

ALKODIZXXXTIC03RP. 510(k) m: KOO1484 
I &COEL A943-839: X?INSE fz-%zmiCN KIT. M3DEL A943-838 
iTm:PxIRIcK CiIu 
333 FISKE STREET 
.i+3ILIm, MA 01746-2048 

FkXENo: 508-429-4600 

ALUGiANm HEAL- (XXQmMm 510(k) ND: KOO0813 
ATlN:ERicA SEIHI 
15OOwAwElwu~ 
BtJiLDmwM 
msAwPARK,IL60085 

AlIlIEGmm!mcAREa%ip. 
A!rm:- FDBBINS 
154xiQYxEmNPD., MEN4 
mxvPARK,lL60085 

ATLmMEmcmm~o3%ip. 
ATm:JuDiTH ALLLEN 
505 SUPEBIORAVE. 
NEiwFcm BFK.H, CA 92663 

-, INC. 
X'lWPAhJNXXKl 
2525 DUBXI? DR. 
iRAm, Ca 92612 

mTEK, INC. 
ATIN: K.C. YEX 
7030 351H AVE., N.E. 
SEATTLE, PA 98115 

ANmx1ccmP. 
mFXXBKl?HFRlZNCH 
8 - DR. 
F?mmDY, MA 01960 

FHiE’lKI : 847-785-3337 

510(k) No: KCXX667 
F3XINJ3 NO : 847-785-3311 

510(k) N3: K993623 
F%Kzm NC) : 949-646-3215 

510(k) No: Kooo164 
F'ISXE NO : 714-246-6761 

510(k) No: KLXU.215 
FfXNfZ NO : 206-527-5086 

510(k) m: Koo1336 
PlxxlTE No : 978-977-3ooo 

DEVICZ:INSBW&V3B?MWIJUWAURINE~TEsT 
SEDEXXSIcNMADE:02dON-2tiW 

510(k) SS%%RY A-VAIUQU EisIIM IQA 

510(k) SUMMARY AVAILAHW = FDA 

SE DEXXSICX MADE: 19-JON-2ooO 
510(k) SU@W?Y ATJABXEE FRX EDA 

DEVICX:FLEXW~TAMEiI ExAMDwim(;LovEswITH~cLAiM 
SE DECISION MADE: 08-JON-2000 

510(k) St&WRY A- FXB¶ FDA 

DEVIQQ~VESUXXC~LO.R.TWELS 
SEDEcISIoNEpIDE:23-JUN-2ooO 
510(k) SUbWARY ALWLAEUE FXM XXi 

DEVIC.X:GWT.NIE 
SEfDEXXSIoNM&DE:23-JU&2000 
510(k) StBWRY An FFXX EDA 

DEVICE:CWPLEXEBRANDOZBWIWJSML%LTI-PURKXEWCN 
SE DECISIc%J MADE: 02-JUN-2000 
510(k) SOMt@RY AVAIL?&E FlX%l FDA 

DEVIC'E:DFiBTHCG2IU/MLTEiWKIT 
SE DECISICN MADE: 22-JON-2000 
510(k) SUMWiRY AVAILZWE FIMM FDA 

DEVICE:DR9OOODIGI'IXRADIOQiAPHY X-RAY SYm 
SEDEXXSICNMADE: 02-JON-2OCO 
510(k) S'BBWEW 



-ADD~Li~mcoRH~~ (=) 5lOtK) Z5uMMDB OR 510(K) B 06-JOL-2axl 
EOR?ZNATm.DEcISICNSREtNDEZtEDDURItC'IHEPERI~O1dON-2O00 ~3OdON-2O00 Page4 

ANALcG1caxP. 
ATIN:-H- 
8czm!mm&~R. 
PEAEKDY, M?i 01960 

510(k) IQ IO301341 
pka?Ei m : 978-977-3003 

APExmIc?!L~. 
A!!TNzDANlELLEE 
1O'l.M FL., m. 31, LANE 169, 
K-!m Nim sl!. 
HSIcxIBcHEN,mIPEIHSIEN, 

510(k) No: K99O435 
PFDE No : 886 269 54170 

AUDIO -IFS S.R.L. 
ATm:FRANax PaFmi 
VIADEZL'~IG~,8 
-=t 

510(k) No: K001142 
FFDE No : 390 523 778864 

AmEx SA (PTf) LTD. 
ATlN:J.DDAVIS 
24 F'imiw.im1MAD, EAsi!LEiGH 
ED-, -, 

510(k) m Koo1477 
PHONENO: 116098640 

AmExSA(m!qLTD. 
A!I'IN:J.DDAVIS 
24PLWIWICE?RCND,E7!STIEIG;H 
ED-, -, 

510(k) No: x001478 
PENEND: 116098640 

AmExSA(m!Y)Lm. 
A!ITN:J.DDAVIS 
24PLiNWICNTmAD,E?CZLEIGH 
ED-, -, 

510(k) m KO01479 
PfD?EPD: 116098640 

mRExSA(mY)Lm. 
ATIN:J.DDAVIS 
24FTAMm!CImm,~IGH 
ED-, -, 

510(k) Ni): K001480 
PfKNFlN3: 116098640 

AUREXSA(PIY)LTD. 510(k) m Koo1481 
m:J.DDAVIS Ff-KNENo: 116098640 

AuRExSA(PrY)LTD. 
m:J.DDAVIS 
24PUNCATICWIMAD,EWTLEIGH 
ED-, -, 

510(k) No: Koo1482 
?FtX%IEm: 116098640 

DEVICE:DR5OOODEDICWEOCHESTX-RAYSYST@f 
SEtDECISICNMADE: 02-.3UN-2000 
510(k) fmimwm 

DEVIC'E:HWINE33FORIWLEAERxQL~ UNIT, AP-100100 
SEDE'CISICNMADE:O5-JON-200 

510(k) s-mmm?r 

DEVICEt: AUDIO -iES S:R.l 
SE DECISICN MADE: 23-JUb2ooO 
510(k) S&NARY AMIIABUZ FFtZM FDA 

DEVI~:AUREUJXY84PRENIUM 
SEDECISICNMADE:2OdON-2ooO 
510(k) SO&WARY AVAILABW FFCM FDA 

DEVSCE:AUFCUsrSUPERINL?iY 
S!ZDEf.ZLSIONMADE:20-JON-2ooO 
510(k) SUW?@Y AVAIUBLE FlTiM FDA 

DEVICE: P-53 
SEi'DECISICNMADE: 21dJN-2ooO 
510(k) tsOM&U! AVAILABU = i?DA 

DEVIUQAURMlFST40B 
SEDEZISICNNADE: 21-JON-2000 
510(k) SWMAFZ A- INN FDA 

DEVICiZ: PALC5RM49 
SE DEXZISION MADE:. 23-JLW2OOO 
510(k) SOMFARY AWdLABUZ = FDA 

DEVICFi:AUREiWZN75KF 
SE DECISICN MADE: 23-JON-2O0O 
510(k) SOM+ARY A- F'fQl FDA 



SLJPHITJ.ERADD~LiSMNFU?CDRH~ &UiWQZT (SE) 510(K) SWMRIES CPI 510(K) sI21TpIENIs 
FQRFINF;tDECISICNSRENDEZWDURI%DuRTNGPEFU~O1JuN-2ooO 

06duL-2ma 
1[HwxIGH 30-3uN-2ooo page5 

AVL SCIEM'IFIC 0X%'. 
ATm:RAmY BYRD 
235 HBIEREZ PARK DR. 
IXXNEU, GA 30076 

-MFG. cD.,L!lD. 
ATrN:Dzw JEFFERY 
329WJZSTAVIATICNRD. 
FRIIumx, CA 92028-3227 

DUNDEE,-, 

BAxTERmmo3Rp. 
?IAxrrAMc-CaATING 
ATlN:JRsoN sJ24im 
17221 FW BILL AVENUE (iNiNE) 
P.O. mx 11150 
SmrA ANA,, CA 92711-1150 

BAmERmmo3Rp. 
m:mBEmLtc3Lmwm 
1620 ElwKEGAN IMAD 
MxAwPARK,iL6cQ85 

E!AYEFloxP. 
ATm: FREDRicx CLEEUE 
511 BENEDICTAVE. 
-, NY 10591-5097 

BE?0X?BI~IC.XLS,iNC. 
mK?!NriDAYA 
6004GUNDATZDRIW 
EmA F?Arlm, FL 33433 

BMXMAN aluLTER, INC. 
ATrN:LLlxNDA - 
200 s. KRAEMER BLvD..M/s w-104 . 
Eox 8coo 
BREA, a 92822-8000 

BEXXNDICKINSCN&CQ. 
ATiN:lXNiCA GIGUERE 
7ILTJmcNcm 
SPARKS, MD 21152-0999 

510(k) ND: Koo1632 
Pfnw No : 770-576-5oco 

510(k) m: KWO947 
FTKNE N3 : 76@-723-7554 

510(k) lQ KO01574 
JiTXNE NO : 44 138 2422000 

510(k) No: K992532 

F!?Cm No : 949-250-2662 

510(k) m KOO1422 
pI-E@E m : 847-473-6335 

510(k) No: KC01344 
PEDNEID: 9145242954 

510(k) No: KWO687 
FT-DNFIN: 561-394-7825 

510(k) No: KOO1458 
PIgNENO: 714-961-3777 

510(k) No: Ko01364 
FFKNENO: 410-3X-4287 

DEVICZ:OF'I'I-CWCXPUJSMULTI-ANALyTE axviFaL, mEL Hc7009 
SEDM=ISICNHWE:19dUN-2000 
510(k) SXUMARY AVAILABLE FEMM m 

DEViCE:ULTRASTl2d ~E,HXXLaUS4040 
SEDECiSICNM?!DE:l6-JUN-2000 
510(k) Smm%N! 

DEVICZ: DiASTAT~-CARDiOLiPiN ICX$C@f,MXXL~600 
SEDJXISICNMADE: 09-JUN-2000 
510(k) .cmTmmc 

DEYiCE:VANI!EX ~VENlwS 'WITHOLI~~ WimoRwi 

SEDEXiSIoNt@DE: U-JUN-2oc)(3 

510(k) SU+!ARY AvAILABLe FIXX FDA 

DEVICE: J?iW HEXDIALYZER, MXZLS PSN 170, PSN 210 
SEDEXX.SICNMADE:O2-JUN-2WO 
510(k) SLRMARY AVAILAEU ERX ?FDA 

DEViC!E:ADVIAIMs 
SEDECISICNMADE: 26-JUN-2ooO 
510(k) SUHARY AWIIABLE FE0l FDA 

DEVICX:?HEDAYA txFmLIs~/ME'LwsT~I~TEsT 
SE DECISICN MADE: l2-JUN-2000 
510(k) .SmTR@m 

DEViC'E:~oL 
SE DECISION MADE: 02-JUW2m 

510(k) StlWARY AVAIMBLE FFXX FDA 

DEVICE: BDDlXECMGENFLUA+B 
SE DECISION MADE: 28-JUN-2OCXl 
510(k) SmM?W AVAILWU m FDA 



suBMiTTERADDREssLisT~FoR~RH~~ 6% 510(K) - Cw 510(K) m 
FCRFINALDECISICNSRENDEFUZDDURINZ'IFZFZRI~O1-JUN-2ooO ?mRaGH3o1suN-2ooo 

BICUCC,INC!. 
ATlN:NzwzY GJEUIAR 
7620 S.W. EJUxmCm RD. 
KlRTmND, m 97224 

BICMCIICNaliNT.,INC. 
HE-- SYm 
m: w. CASEY Em 
14785 (2CKRZH DR. 
SUITE 205 
SAN ANKNIO, TX 78245-3201 

BICMET~F'EDICS, INC. 
ATrN:MIcHEuEL~ 
56EA!ZBEU,DRIVIZ 
-, IN 46581-0587 

BICMET,INC. 
ATm:FFED - 
AIFmxrINDuSTRIALPARK 
P.O. B3x 587 
iml%SW?, IN 46580 

BIC&lEZ,INC. 
ATl.N:LcNNm wI?HAM 
AIRFOKFINDUSTRIALPARK 
P.O. BDX 587 
-, IN 46580 

BIONXm,INC. 
ATm:!tuiJA ANNATA 
S6-8L 
'IZSMPERE, 

BIOPF0, INC. 
ATm: amaL lal3siNsKE 
17 &tmmmmm ST. 
KRTHuRcN,Mi48060 

BIQSOFT~CNALCDPR. 
A!iTN:FoY SHU 
944 wI!aJAw SIliEET 
'rREmoN, NJ 08610 

BICSCUNDFZ%YIE,INC. 
ATm:crLLEEN HIIcITm 
8OOOrnDRIvE 
IM)IANAFoLIs, IN 46350 

510(k) No:'K994384 
FTENEiN3: 800-683-7221 

510(k) IQ: ml219 DEVICE: MEzaxmi; --aRALANDMAXiLLiOFACiAL FJFuxmmFoRT 

PIXBENO: 210-677-0354 SFiDECtSIoNM?iDE: 21-JUN-2CGO 

510(k) No: KOO1660 
PHONENO: 219-372-1644 

510(k) NO: KOO0683 
PHXFJNO: 219-372-1568 

510(k) 1\x): KOZO978 
FixNFi No : 219-372-1510 

510(k) m: KOO0836 
FT-XXSND: 358 331 65600 

510(k) No: ml046 
HTXiEFD: 810-987-7777 

510(k) m: KoO1640 
FFKBEm: 609-3934488 

510(k) No: Kooo931 
FKNEIKI: 317-849-1793 

SEDEYZISICNNiDE: 22-.JJN-2ooO 
510(k) CmMARY AVAILMU F'RZM EDA 

510(k) SUbMARY AVAIL?GU F'iTM FDA 

DEvIcE:M?CUZ&'BEiADMmlLARCaU!AR 
SE! DECISION MADE: M-JUN-2ooO 
510(k) St&MARY Am EFCM FDA 

DEVIC!E:~IFIEDSIL\K;LEAXLE~~ 
SE!DECISICNMiDE: 27-JUN-2ooO 

510(k) SUMMARY AVAILMUZ FFCM FDA 

DEvIcEi:ANA!lmIcwIIp;LKNEE~Is 
sEDECtSICNh!ADE: 22-JUN-2COO 

510(k) S&NARY AVAILMLE FFCM E'DA 

Dl%VIC!E:BIOSQRBHlXBI~ FIXATIW SYSI'EM 
SEDECISICNFADE: 08-JUN-2000 
510(k) ,5UMJRY Am FTC&l FDA 

DEVICE:BIO~C%EZUD cEt4mwm w/ KEEL 6i w/ RISTS 
SE DECISION MADE: 0%JUN-2ooO 
510(k) sImimm! 

DEVICZ:BIOSOFTl?ESIN 
SE DECISION MADE: 23-~U~-2ooO 
510(k) m 

DEVICE:AU5ULlFMOUND IiIM?aiNG SYm 
SEDECISICNMADE: 08-JUN-2CNO 
510(k) SMGRY AVAIIJGU ??RZN EDA 
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530 RIVERSIDE -PKWY. 
FcmxAND, ME 04103 

--, INC. 
ATINzBARRYASCHWU'Z 
53ORIVEiRSIDE INDUSlWAT.,pKwy. 
-, ME 04103 

aRiDISa3Rp. 
A!lTN:DEANAKNIGHl' 
7HXXRHXNDRIVE 
WAmm, NJ 07059 

aTxuamAmw, INC. 
ATiN:ax?NELiADAMsKy 
56 WEsTcoTll KYJD 
slYwoRD, CT06902 

CPMEmaL 
ATm:PATRICK FEExxJtxxv 
836 N.E. 24'IH AVE. 
FrxEAND, CR 97232 

CPMEJm!AL 
A!rIw:PAmIcx l?mGUxN 
836 N.E. 24'IFI AVE. 
w, CR 97232 

CPMEmcm 
A!rm:PATRICK l?EmJm 
836 N.E. 24M AVE. 
FTzmTzm, OR 97232 

CeMEmcaL 
ATIN:PAT!RICK YtzFxxJScN 
836 N.E. 24'IT-I AVE. 
Fcxximm, CR 97232 

CPMEDIc7a 
ATm:PmRICK FEmJm 
836 N.E. 24m AVE. 
KLlazwD, OR 97232 

cso 
AlTN:R.BREXC MINER 
197 BELmiR FCAD 
B, NY 14221 

510(k) m'K992935 
PfDE ID : 207-797-4647 

510(k) ND: KDOO543 
l3iaa m : 207-797-4647 

510(k) m: KOOl258 
FENEND: 908-412-7135 

510(k) No: KOOl322 
PHONE NO : 203-323-7535 

510(k) No: KOO1172 
lx.SE I93 : 503-232-1555 

510(k) NJ: KOO1173 
Fi-KHEm: 503-232-1555 

510(k) ITX KOO1184 
EElNEiN3: 503-232-1555 

510(k) ND: KOO1185 
iGT-ENEN3: 503-232-1555 

510(k) No: KoOl299 
FHXEN3: 503-232-1555 

510(k) ND: K992835 
ET-KWEIW: 716-632-1988 

JIaEvia: -SC 
sEDEXXSICNMTQE:16-JUN-2000 
510(k) SLWSARY An FTUX FDA 

DEVI~:BXTRANSHEPAlTCBILJARYSEWl'ANDDELIVERYSYSTEM 
SEDECISICNMADE: 27-JUN-2000 
510(k) SUbWRY Am FFUX ??DA 

DEVICE:PEF"3OBPS 
sEDECISIcNMADE:3O-JUN-2000 
510(k) SUbWiRY AVAIMBLE = FDA 

DEVICE:lQLYESTER ~SUFGIC%LSWJ.WXSURP 
SEDECISIQNMADE: 23-JUN-2ooO 
510(k) sX.MGRY AvAILABLe FIlceiI FDA 

DEVIC'EtNYLCN, ~SUXICTiLSUWWUSP 
SEiDEtXS1cNMADE:23-JUN-2000 
510(k) SUMQWY AVAIMBLE Flrlpl FDA 

DEVIcE:SI.W,~, =IamtU= 
SE DECISIoN MADE: 23-a@&2ooO 
510(k) ,SUmARY AvAn,AfW = a 

DEYICE:~,~SUlGICXSUlVRESUSP 
SEDEcISICNMADE:23-.JUN-20#0 
510(k) SUbMARY AVAILMIX FFQl FDA 

06-JULF2000 
page9 

DEVICE:PLAINANDCHF&XICGUl'ABsoRBABLF:SUFGICALSUIUR?%USP 
SE DECISION MADE: 23-JUN-2000 
510(k) SUbWARY AWGLABLE FEacpl FDA 

DEVICE: C.S.O. m 
sEDJXISICNMADE:O6-JUN-2ooO 
510(k) ,%MmmC 
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aJSTcNMEmcALm~,INC. 510(k) m: K994199 
AEZESMZWRmMcpluREDi!APES,~A%iUWE DRAPES,ABSOR 
ATIN: fzsTEw3 WmY HXNEIKI: 828-281-2109 
1HXIDAYINNDlUVE 
EUILDINGE 
AbsImmu,Nc28a06 

-, INC. 510(k) 1\x): KOO0237 

ATIN:Ri~ Hl4Lmca PfKNENo: 770-352-9540 
784OlxxwELGm. 
isuiTE 320 
ATIANIA, GA 30350 

-, INC. 
ATiN:- cm 
10 ELIZABFM DR. 
-, MA 01824 

510(k) m: K992757 
pFzKmEm: 978-256-4200 

DADEEiEHRlN, INC. 
ATTN:FtEEm3xsAYAsH 
GLASXWSITE 
P.O. Em 6101 
NEWAFX, DE 19714-6101 

510(k) to KOO1064 
Fi-KXGNO: 302-631-6276 

DADEEEHRIIG,INC. 
ATJ.N:REBExxAspLyAsH 
-SITE 
P.O. KX 6101 
lW@RK, DE 19714-6101 

510(k) ND: KOO1067 
FfmE fJ3 : 3026316276 

DANISHDIAKXXTICD~ A/s KC01888 
ATIN: - 5F 5lO(k)~ : 45 45 768888 
2970 -, 

DATEX-CWEOA 
ATiN:JoELcKFm 
TYIREEHIGTXZDDRIVE 
TE;wKswJRy, MA 01876 

510(k) m: KOO0815 
FTDNENO: 978-640-0460 

DATEXXX-MEDA 
ATlW:JCXZL KENT 
!CHFtEEHI~DRIVE 
TEWKSBURY, MA 01876 

510(k) No: KOOO882 
FTXNENO: 9784404460 

DATEX-Ct!MEDA,INC. 510(k) ND: Kooo892 
-EEIsANDAE+BD= 
A!lXN:JOEL KENI! PFDNEND: 978-640-0460 
3 HIGHWZXX DR. 
'l-%wKsBuRY, MA 01876 

DEVI~:VARIOUS i!XEKEE AND ITCN- SOXXCX DRAPES, (I.E., DISEW 

SEDEXXSICNMADE: 09-.XJN-2000 

510(k) m 

510(k) SUWGRY AVAIIXU FXM FDA 

DEXCCEi:cyNosuRE AKZEEbTKSDEWMOLLXICALLASER 
SE DEXZISI~ M'DE: 29-JON-2000 
510(k) SWdARY Am EXM FDA 

DEVICE:EWRlNG aa2uLmim TIMER ANCYZER (Bcr) 
SE DECISICN MADE: 21-JON-2000 

510(k) SOb!MRY AVAILAEU FFUX FDA‘ 

DEVICFcDADEEWJRING (xIpIxTIATIoNAwII;yzER(BGT) 
SEiDECISICNMADE:2O-JUG2ooO 

510(k) SUMSARY AvATLABI;F: HUX EDA 

DEVICE: "ONIo3RN"~SYSO630 
510(k) SWMRY AVAILARW SZXN m?i 

DEWICE:As/3 AN!SD%SiA l4Xi'iOR WI'IH S-ANE99(A)/L--9(A) 
SEiDEcISICNM?dDE: 08-JUN-2ooO 
510(k) SWMRY AVAILAHLF: ??TXM FDA 

DEVICE:DN'EX-CHGOAcS/3TELEWIWSY~ 
SEiDEcISICNMADE: 05-JUN-2ooO 
510(k) t!ZMARY AVAILABL ElXX XX+ 

DEVICFzDATIiX-fXtBDA EBZM.BULE,M-EEx=ANDDA!IZX-CUMEDA EM:fE?WOX, N 

SEDFiCISICNW@E:16-JUN-2ooO 
510(k) SUBWRY AXQLABIE FXM FIlA 
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DATEx-c2mEDA, INC. 
A!tlN:DAIE 'SHANIG 
1315 WEST m DR. 
IcUJ.~,o380027 

510(k) p33: KOO1688 
PENf3 I'D : 303-673-1367 

<. 

DAVIS -ERGDAVIs, LTD. 510(k) NC): KM31463 
ATIN:c.TiTmK sMI!IH 
l24E.btI~AVE. 
KANSAS CITY, m 64106 

DEXlBXtYnVn. 
ATm:P.lJEFm?Y LEm 
570 WEST CULLEKZAVE 
YORK, PA 17404 

DEE'UY~P~I~, INC. 
ATm:IJlmmrm WHlTAKER 
7OO~PABXCDRIvE 
P.O. rxx 988 
w!wiw, IN46581XB88 

pHca;IE'm : 816-868-8711 

510(k) rn KOOl269 
HENEND: 514 337 1444 

510(k) ND: XXX)996 
F%Jai!x m : 717-845-7511 

510(k) ND: KO01534 
PKNEND: 219-371-4903 

DEFfJYCKtF%)PAJX.X~,~. 
ATIN:Mm2IAJAFmm 
700 cXU'K)PmIC DR. 
FwRsAw, IN 46581-0988 

DIXXKXTICCHEhfI~L12). 
30 
A!m?:IzAREN - 
16 - !tTREKC 
-, 

DIXKJSTIC~WL~. 
A!rrN:KAREN c7auEcK 
16 - t3lF@ET 
-, 

DIBXXt'ICmDCI'S03RP. 
A!Il.NzEGWARDMLEVINE 
57oOwEST96THS!C. 
Ic6ANxIJs,cA90045 

510(k) ND: KOOl277 
HXINE KJ : 219-371-4944 

510(k) ii0: KOOl285 

PI-KNE 153 : 902 566 1396 

510(k) 1\10: ~001286 
FFKNE m : 902 566 1396 

510(k) m: KOOO463 
PI%INE~?~: 310-645-8200 

DF?JIcE: DATEX- !ttRmaT 3OOoPuLsEcxccmlm 
SEDECISICN~: 3O-JuN-2000 
510(k) SUWARY AVAIUEEE FKN ZDA 

DEVICE: VmGMAmm,M3DEtO156 
SEiDECISICNbWE:l6-JUN-2ooO 
510(k) SrA!mma 

DEXICE:DE%WUATICTI WISANDDJXWXUJICTI-A-C 
SEDECISIcNMADE:21-JUN-2ooO 
510(k) S@&hKY AVAIUBIZ FT&X FL% 

510(k) SUbQGRY Am FFXX FDA 

DEVIcE:PINNACW, -sYm 
SEDECISICNMADE: l2-JUN-2000 

510(k) suMMARy AVAILAKE FlMM FDA 

DEVIC'E:TRIEW'&~UlPSY~ 
SE DECISI'MADE: 23d'LJN-2CCtJ 
510(k) !XBWRY AVAIUBB E'FUX EDA 

DE!VICE: AbNNI?i-L3KASSAY,m263-17, I?lMXIA-L3KASSAY, MMlEt 263- 

SE DEXXSICN MADE: 02-JUN-2000 
510(k) sTm!mmW 

DEXCCE: WL3K=, WX.LS 27330, 273-17, 273-10 
SE DEKXSICN MADE: 2O-JUN-2000 
510(k) sm'mmm? 

DEVICE: I?NJLMEH. PKUEU IGGAND JTNJLME 2000H. PYLLXU IGG 
SE DECISION MADE: !Jl-JtJN-2000 
510(k) SUbNQY AVAILVKE FXN F1)19 
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DIDIZX) S.P.A. 510(k) ~'KOO1602 
SURFACE IN OxYwm (PH. I.S.I.O.) 

EWXEND: 781-434-4742 ATm:HARRYsw . 
195 !tuisT STREFr 
i.iALsm, MA 02451-1163 

510(k) 1x): Koo1629 
m W : 941-761-1118 

DIsTETFWIC~ICaZ,%~AG 
ATlmLEE LEmxlm 
769O~cIIIcLE: 
J3xr MYERS, EL 33912 

DxMEmcaLLTD. 
ATIN:-HENDERsckT 
511 - RcaD 
m, Ca 92835 

tmNIERfiuFGI~~~,INC. 
ATrN:susANNE ozxJmmY 
10027 ,SOUIH 51ST ST. 
PHOENIX, A!2 85044-6731 

DFWGERMEDICAL,INC. 
ATINzJTERZ% =ITY,JD 
3135 CpARm RD. 
TELEUED, PA 18969 

ENOIUS INC. 
AIITN: SUSAN FINNEMN 
23t+?EST=Sl!. 
PIAINDU, MA 02762 

ENDIus INC. 
AtTINzSU~ FINNfiNW 
23WFSTmsT. 
PL?mmLU, MA 02762 

ENlxmRDIAL t5clmrIms, INC. 
m:ERIc KWILER 
1350 EIvEFGY IN., SUITE 110 
ST. PAUL, MN 55108 

ElvBxcma m. 
EL 85700 
ATIN: cLz-Eus!cINA KIcnurA 
14ol-PIm 
SUITE 300 
W,MD 20850 

510(k) m K992932. 
Iz-Kxam: 714-525-8441 

510(k) m: KWOO72 
FWTNEPD: 770-693-5793 

510(k) bm KOO1488 
EmEn I93 : 215-721-5400 

510(k) ND: Kooo766 
FfTKNEND: 508-643-0983 

510(k) m: Koo1627 
PiBNENo: 508-643-0983 

510(k) NO: KO01437 
PHCNEIW: 651-523-6934 

510(k) N): K000820 

ETKNEm: 301-424-9700 

mCB: DIDEOOLIUlWl' l!iYINRESERWIRWMRFHB~INSERT 

SR&'WISICNM?!DE: 08-JUN-2000 
510(k) SLMKhRY AVAILABW FRB FDA 

HWICE:DI SEnxNIc~m~INFusIceJfuMpSY~ 
sEDEcIs1mMADE: 21-JuN-2000 
510(k) SOMARY AVAIGZUZ FRN FDA 

DEVIC3Z:CIPA(ADULTS)CIPI(INF7WIS) 
,SE DECISION HE: 07dUN-2ooO 
510(k) SLMARY Am FlQ¶ FDA 

DEVIC3QJXBNIERMEDILASDSKINPULSE 
SEDEtCISICN~:&JUN-2000 
510(k) SU+fEW AVAIUBLE FHM FDA 

DEVICE:NAFNMEDMlU,NM-MRI 
SEDEZISICNMADE: O%JUN-2000 
510(k) SO&WARY AVAIIAEU FRM FDA 

DEVIa:!t!RI-FIXSPINALFIXA!TICNSYS'IBf 
SE DEXZISICN WE: Ol-JUN-2000 
510(k) = Am FRZM FDA 

DEVICE:TRIFIXSPINALFIXA!MONsY~ 
SEDEZISIONMADE: 03--JUN-2000 
510(k) StRMiRY AVAILABLF: FFtZM FDA 

DEvIcE:ENsME3000sYm,mm,EE3ooo 
SEDECISICNMADE: 07-JUN-2OC0 
5,10(k) SO&MARY AWGIABIZ Fwm FDA 

DEVIC!E:AWUNtF/X2.9F INTRAVASWLARULlRA%UND IMGINGCNRETER,~ 

SEiDECISICN&!ADE: 05-JUN-2000 

510(k) SWMRY AVAILAEU FR% FDA 
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EPIC MEDICAL &UIpMENT sGXKES IN5lO(k) E33: KCXXB31 
ATm:KRIsIA QAKES Fxxa r?a : 972-801-9854 
18001cYJ?Hsr.,SuIlE300 
PLAN, TX 75074 

Ecx!ELm.La). 
A!JTN:DEXBIE DAVY 
2568F.BISK&CIRUE 
-, -0, 

510(k) NO: KOOllOl 
pH=NE No : 905 829 5300 

Exc!ELTEcH.L'ID. 
ATTN:DEBEUE DAVY 
2568E?WSWLCIRcLF 
-1 -0, 

510(k) W: KC01103 
Iw3NEI-D: 905 829 5300 

-REsmus MUcp;L CXUZ KWI'H =510(k) No: NW702 
iiTiTkp3mluR EILINZZELD maim: 800-662-1237 
Yfvo-m 
95HAYDENAvENuE 
-, Mii 02420 

FRWENIUS moImL CARE IKRIH AMFflI5lO(k) Kh KM)1107 
291 (FQST POMP) AND 03-2292 (FRE-PMP) 
ATINzARlXURElUNSEID PI-Km N3 : 781-402-9068 
95HAYDENAVE. 
m-m 
Ii3mCIm, MA 02420-9192 

GE ~FQBITE MEDIC% SYW, INC!.510(k) TK): KW1305 
AlTN:J.LAN KlXtW.D FBXEND: 281-2755109 
13fXXY EXEWMVE DR. 
SUGAR IAND, TX 77478 

GENIoaN, Ic 
ATrN:GARY HaEmmND 
573 m WAY 
ORZAMX), FL 32828 

510(k) No: KQ93625 
PBIWNO: 407-273-7619 

GEmMEmaLlnc 
A!F!N:JUDYFCZRIXN 
66 iQ?cawm # 170 
ALISO VIEJO, ca 92656 

510(k) ND: ~001146 
PEENEIW: 949-454-4177 

~. 

DEWICS:SlM!~DI~ SPO2SENsx 
SEDECISICNMADE:O5-JON-2000 
510(k) SObWRY AVAILMZE FKM FDA 

DEXK!E:XL~Evc%cED- HErmax, mEL EP-4 
!XDZZISICNMZhDE:3OdJN-2ooO 
510(k) SD&MARY AVAILNXE ET&X FDA 

DEVICE:WlX%XSSNBDLAWW EEE, mm M-S (rnK)sED) 
SEDEX!ISICNKADE: 30-JUN-2000 
510(k) SC&WARY AVAILAWX FFf.M FDA 

DEVICE:E?XLATRANSDU'ZX? -&-CTRANSDUCER- 
SEDEXXSIoNHADE:O7-JUN-2COO 

510(k) FXBWRY AXAIIAEW FKM 9 

510(k) ZXlMWGY Am FKM EDA 

DEVICE: Q3 M?-ammm’WW llaosmm~cwIIER,GE~cIc 
SFaDEYZIS1~~E:14-JDN-2000 
510(k) SDWARY AVAIUBIE FKM FDA 

DEVICFsMAC-X?BSYSIB+ANDCWDIoIABEPS!B!WM 
SEDEKXSIONMADE: 27dUN-2WO 
510(k) ,SrBMRY Am ?%Bf FDA 

D?WCE:INSUFFLWI mNmIXE-l2~,~EL900-200 
SEDEcISICNb?ADE:2O--JUN-200 
510(k) SUMbfWC AvAILAB;LF: F!KM FDA 

DEVICE:GFNYXCEXIEKE IlNkmxrm NEr3EDLE 
SEDECIS1oNMADE:3oJuN-2000 
510(k) SLMGRY AVAILAEU J?KH FzaA 



GEiNzyMESuRGIcAL~a%ip. 
NcwABsQRBABLESWGICALSUIURE 
A!!ilNzM?G?YEGRZU 
6ooAIJRFcmm 
FALL RIVER, MA 02720-4740 

GlJIDAmocKIp. 
IITIN:w sm 
26531 YNEZ RD. 
TPIECULA, C4 92591 

HAMILmm1cAL,INc. 
ATIN:J.DAVID !lHXSON 
505 EoIsm WAY 
P.O. m 30038 
RED'& FN 89520 

BAIWEUARUBBER~LID. 
ATI¶V:B.DAMImPm 
46/34 WAM I4?NERA, 
- 2, 

BARDYDIXHXTICS 
ATE?: MELISSAM- 
1430 WEsr MaYx ILAm 
SANIlA MARIA, CA 93455 

BARDYDIX&KXXICS 
A!IlNtMELISSAM~ 
1430 w!?sc McmY LANE 
isrAtm3 MARIA, cli 93455 

I-GWDYDIIY=NOSTICS 
A!RNtMELISSAM~ 
1430 WEsr t4xoY LAN?z 
SNCAMARIA, a93455 

izicY?&~ZLK/2 
ATlNtAN@ZlTEMFXNAbT 
77 ACUXD PARK DR., D-7 
cmsm.~, MA 02061 

HITESYS S.P.A. 
mWALTEREGUNDA@R 
1592 HAREm m 
W, VA 23185 

510(k) m: KOOl434 

FTDENO: 508-677-6512 

510(k) m KOO1435 
PIXNE N3 : 909-914-4527 

510(k) No: KOO1686 
pEp=NEm: 775-858-3200 

510(k) m: KOOO351 
pE%EIEND: 94 74 796936 

510(k) NX KM)1487 
pHcNEm:805-346-2766 

510(k) 1x): ICXX48Q 
mmNO:805-362766 

510(k) No: KOO14QO 
FTXNE No : 805-346-2766 

510(k) N)z IWO456 

FWNENO: 781-982-1900 

510(k) 1\K): K9902OQ 
Pi33END: 757-258-9722 

DEVICX: 'az?rlmY'II~, "SILW" II !xc%YDm & mm II FaxEsmR 

SEDEXZISICN MADE: l%JUN-2000 
510(k) SWtARY AVAIUBIE FRcplI FDA 

DEVIC!E2VliKDFS-GUIDING- 
sE:DECISICNMADE: 02dUN-2000 
510(k) SU#?GtY Am FEMM YXXi 

DEVICE:GALIIEQVENl?ILATGR 
SEDEXXSIoNM?!DE: 23-JON-2OCO 

510(k) m 

DEVICX:H&NNEKU~LATEXPATIENTEXGM.~RJwDER-FREE 
SEDECISICNMADE:23-JUN-2ooO 
510(k) tmXmm?T 

DEvIcE:J.swxDISK -, 1coHx 
SEDEXXSICNHADE: 07JuN;-2000 
510(k) .s'mmmn 

DEXICE:HARDYDISKCEE0PEWZ@lE, 75MCG 
SEDJXISICNMADE: 01-.XJN-2000 
510(k) sxwEt@m 

DEVICE:BARDYDISK&EtXICID, 30MCG 
SE DFCISICN MADE: Ol-JUN-2000 
510(k) ,sm!mGm 

DEVICEi:EAWES!T !lFcmamm DUAL LI@JID APPLIczscGR, MODEL SK/s: HARV 

SE DECISION WE: Ol-JUN-2000 
510(k) ,S'WGRY AVAIUEUZ FF%X FDA 

DEVICE:NWACT 
SE DECISION MADE: 22-.JUN-2000 
510(k) SDWARY AVAIUWE FXN FDA 



JX%&lEDIcA -a OXT?. 
S 
A!J?lNzJENNVERADAUDELIN 
359 - BLVD. 
m, NJ 07070-2584 

HBNEDICa czE?mwIcs ax?P. 
ATlN:KAREN ARllEwA 
59 RzurE 17 
IiTLmXE, NJ 07401-1677 

IGcMEDIB;L -, INC. 
~!lFkX?GETYNES 
10437 INNNAIMONDRIVE! 
W, WI 53226 

wEOm1CS, INC. 
A!tTN:DAVlDMIEE 
2290 W. EAU GALLIE BLVD. 
MEUEWNE, FL 32935 

INXIIGDYNAMICSaXKRATION 
ATlw:IxlBIN wIcNs3R 
151,234O PEGASUS VH, NE 
-, -, 

It!mxa, INC. 
ATI!N:rnY E!cxEm 
100 PASSAICAVE. 
r3mrmM, NJ 07928-2848 

IMpLMcc%7p. 
ATrN:JDHN t?iamxn 
80 - DR. 
AmmDALE, NJ 07401-1600 

INYVADlXfXXTICS, INC. 
AlTNzG?mLrKmmN 
10180SCRIPPSRAKxBLvD. 
SAN DIEGO, Ca 92131-1234 

IN- ox?. 
A!rm:!IaQ4I JOKINIEMI 
3CXIwEsrEDGEEMxJA~ 
m, WI 53207 

510(k) NiKoo1548 

HSCNE ND : 201-507-7283 

510(k) m ~001559 
FFDEN3: 201-760-8187 

510(k) m: KOO1312 
FK@ENo: 414-258-3808 

510(k) No; ~001192 
PiXIENO: 321-757-8990 

510(k) No: KQ92955 
mx@l No : 403 251 9939 

510(k) NC): KOO1084 
FXNE m : 973-635-9040 

510(k) No: KC01039 
PEKNENO: 201-818-1800 

510(k) m: Koo0535 
~?1-DEFD:858-586-~ 

510(k) tK): Koo1439 
FfENENo: 

DEX?ICZ:MXULARKYFA!MN HIla&EE BTIBIALW- 

sEDEXXSIoNMADE:O7-JUN-2@30 
510(k) SObNARY AVAZABLE ZF@X FDA 

DEXCCEi:CXCIUN~~ 
SEDECISICNMADE: 2O-JON-2000 
510(k) ZXJmARY AVAILAEU B'RX FDA 

DEVIC!E:McxlEL473SI-64E~LiXER~o3IL 
sEDFCISIoNidADE:2C-3Ob~ 
510(k) SDbNhRY Am FKN FI3A 

DETVICE:SELFADHERlX N?GJIUJSUJlDE 
SE DEXXSICN MADE: 07~2000 
510(k) SmrENEm 

DEVICE:XPLCRER1000 
SE DEKZISICN MADE: 02-JUN-2000 
510(k) .sU?N@Y Am FK24 BX%b 

DFXKE:TRANSEX~ PINTOBARCTAMF 
sEDEcISIoNh?ADE:15-JUN-2ooO 
510(k) SmlmENT 

DEVICE:IwEIMKEXHED~ KXlDLAR~~I~~CUP 
SEDEKXSICNM?+DE:15-JUN-2000 
510(k) SUbNiRY AVAZAEKE FXM FDA 

DEVICE:QUZXCALITELKM-1ELISA 
SEDECISICNMADE: 07-JUNG2ooO 
510(k) fimcmmn 

DEiVICE:~OC1OOD 
SE DECISION MADE: 22-JON-2000 
510(k) i%mmNmT 
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IN- IrMMGm. INC. 
I1TIN:MAxmm . 
3OOWS!l!EZXBUCNAvENuE 
MIWAWEE, WI 53207 

INmama. 
ATrN:(c7iFoL l,!ARax 
113 EPWMEIL AW 
IEXIKXN, MA 02173 

-, INC. 
A!mNzRPEERTELLWlNS 
ll408b,!ammm~RD. 
slJI!rE 202 
SANDIKQC7i%i'~1 

TiNIan, INC. 
ATlWRXEZ7TELGVINS 
11408~vAI;LFym. 
SUITE 202 
SANDIECO,CZi 92121 

J.F. JELEWO & a., ItiC. 
ATIN: RAPHAEL JUDKINS 
99 BUSINESS PARK DR. 
Al+mK, NY 10504 

JcsrRAmIz~AG 
A!rrN:KAlnY Jcxmm 
2035 SUNSET IAKE FGD 
I.mmRK, DE 19702 

510(k) no: ZOO976 
F3xm r@3 : 414-747-1030 

510(k) m: KQ94238 
Ff33lEm: 781-861-4467 

510(k) 1\x): KCXXB89 
PIXHFiN3: .858-452-1986 

510(k) No: KCXX113 
Fl-K.NEm: 858452-1986 

510(k) No: KOO1360 
PBXE ND : 8W-43&1785 

510(k) M: KOO1787 
pf3m3 Iw3 : 302-454-9959 

ImRLsIoRz ENEEOXY-~~, ItC510(k) ND: KOOO769 
ATIWKEVINAFENNAN ETXXENO: 310-410-2769 
6ooozRmvaEmm 
cXJLVEBCX!~Y,CX~~O~~O-~~~~ 

KAYSEEDENTAz,MFG.CKL 510(k) bBB: KC01309 
L 98250 
ATm:cLARK f+24rm FTXNENO: 816-842-2817 
l24E?%TMISCCfJlUAVE. 
KANSAS c1~y,m641OC-1294 

KEllLY INC. 
AT!b'NzRANDAiXJKFCHN 

510(k) ND: Km1058 
FENENO: 636-349-7770 

920 S. HIGHWAY DRIVE 
ST. XXJIS, M(3 63026 \ 

.DEVICX:DIAMMl ( -c X-RAY SYrn) 
SEDIXISICNMADE:01-JUN-2000 
510(k) sXA!mGm 

DEYICZ:ILTESI'LsI@ID~~ 
SEiDExxs1atmm23-JuN-2000 
510(k) SUbMARY AVAILAEU lm.X FDA 

D?XNX: SPERMWASHMEOIUM~~ 2003/2005 
sEDECISICN&?ADE:CB-JUG 

510(k) SUWARY AVAXABTX FMX FDA 

DlWICE:IVCTHREE BIASBXYSrMEOIUK,CAT#2007 
SEiDECISICNIGDE: U-JUN-2000 

510(k) SUbMARY Am FRX EDA 

DEVICE: SIMUM 
sEDEXXSICNMUXG2OGJU&2000 
510(k) i%AnMXC 

DEVIC.E:QccRIir AITERUGlTXER,IClXLHE?F140 
sEDEXZtSIoNM7V)E: 30dUN-2000 
510(k) SUMN47X AVAIIAEU = EDA 

DEXKX:KsEA~~ 
SEiDECISICNM?iDE: Ol-JUN-2000 
510(k) ,SW&NtY AVAITXLE FFCN EDA 

DEVICE:HYDKX%SI' BIS-- 'mNKmRY~ANDBRmGE~,~E 

SE DECISICN MADE: 13-JUN-2000 
510(k) SWBSEW 

DEiVI~:AUDI~ ClAE+ABR 
SE DECISION MADE: 02-JDN-2000 
510(k) .SUMARY AvAILABLe FF@X FDA 



KOSSANLATEX- (M) EDN. E&10(k) No: K0O1557 
(100MI~cwLEss) 
A!rJx:LIM KmNmA l33xEm: 603 392 7616 
LOT 16632, 5-l/4 MILES, 
LxiTANm 
-, -1 

KREATIV, INC. 
ATI!N:JOSEPHFWEW!ND 
9025 BALlBA AVE. 
SANDIEXX),CR92123 

510(k) In K99CQ60 
Pi-WE I93 : 619-51H235 

L?xRmEmcs, INC. 
ATINzERIANPuxAN 
310 PRUNE ATilLEY 
m, WA 98245 

510(k) m: K001737 
PiXNEW: 360-376-7095 

LASERMAXMEDICAL 'IWHKKG~ Cm510(k) ND: KC01031 
??fENFiNO: 559-651-2222 ATm:PAuLYmBG 

1601cKRmm lczmwzc 
vrsAI;IA, ca 93291-9263 

510(k) No: KO00707 
Ff-DENO: 516-482-9001 

LEIcnMIciTFcsaPY SYrnL?D. 
AT.J!NzSUSAND -IN-m 
55NQIMiERNRLm. 
ixJIm2cKl 
GREA!r NECK, NY 11021 

1 

SANTANDREUDELABAFECA 
-, 

/ 
LIW Il.?xm INJL, LID. 
AtIT?tRICBARDAADAVS 
84llPYOrrFa 

~LAKEINmEHII.w,rL60102 

IJIINEW-IESA 
m:- Ix3Er.l 
BP 252 
cl3Amms CIEDM, 

MAcIIopoRE, DC. 
ATlWzKENNEZHKKLEINHENZ 
6740TOPGUNST. 
SANDlTGO,C?i92l21 

510(k) No: KQ94074 DEVICE:TRI-Bw 
PHZ#$I\x): 34 93 6532011 SEDECISICNMADE: 08-JUN-2000 

510(k) No: ICWQ87 
FTXNENO: 815-477-I-290 

\ 
510(k) No: Kool261 
FKHENO: 330 237 252525 

510(k) No: KOO0Q92 
FTXXQ3N3: 85i3-458-OQO3 

DEVICE:TAX!TEXR%BZRED E3(AMINATIoNGLRiJEwIM~INLABELINGcLAIM 

sEDEms1cNmDE: 0Q-JuG2m 

510(k) sm!BWW 

DEVICRMACH7 
SEDEms1caJM?aE:1sJm-2000 
510(k) SDMARY AWILiBLE F!RZl FDA 

D~~rOP~~~~,O.~;O.5MM;O.~ 
sEDEmSION&?ADFl:1Q-JuN-2000 
510(k) smmME2w 

DEVICE: OFWWS, -LAsERsysTEM 
s;EDECISI~b?ADE: 29-JW-2000 
510(k) St&NARY AVAILMCB FFCM FDA 

510(k) SUMMARY A- FHZZ.4 FIlA 

510(k) SCRIWEW 

DEZVICE:VFSSIMGER,~ELSIs-300 
SE DECISION FADE: Ol-JUN-2000 
510(k) S!mTmEm 

DEVICE: L720 -acHAIR 
SEDECISIONMADE: 08-lUN-2000 
510(k) +smTRmm 

DEVICE:MACEOECREOXDI~SYSTEM 
SEDECISICNEADE: 26dJN-2000 
510(k) SLBMRY AVAILARE FRZf FDA 



tzal3iITl.!ERADDREssLImm-mm (+-=I 510(K) - CR 510(K) m 06-JuL2cm 
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MARcmIMfmIcaL~~ 510(k) Ia: KCKUO88 
ATrNzixBExrL~ PKNE ND : 440-483-3528 
595 MINER RD. 
HI~mI~,oH44143 

MASIFHEXTHCXtEE?RXNCB SDN. BHD5lO(k) m K-ON)377 
ATIN:!Em sE!!EGoAN HJONE m : 605 357 1949 
LADAtGPIxJI,E%?wmAN~, 
- KEPm, 
IFcH/PEmKJDARuLRIDzuAN, 

MrAxHExm OXEJ. 
A!mN:LEwIs WARD 
4655 KlRiWXD OZJRT 
ErxJImR, a3 80301 

510(k) No: KC01252 
Pf-KSlEND: 303-530-3279 

&mxxIMMEDI~,INc. 
ATJm:PALLIE +Ylamml 
308(xuFtcHm 
'EDNE PAT& SC 29654 

510(k) m: Koo1343 
PHCNE 1x) : 864-369-7391 

MEDvIa3:mINc. 510(k) NZ x001584 
aIxwa!ms (cLEm&BuJEvIsIB~~, LA'IHe(xTT 
ATIN:- IlALsm PHIlElK): 970-243-5490 
623 -DRIVE 
GR7+NDJUNCI'I~,01)81503 

mEFIL, INC. 510(k) NX K993518 
~MLFIUIN~ML,~IXE~;~ML~IN~ML~~ 
A!rm:E3??DEEP I3zaawa FT-KNEIKJ: 847-895-3000 
492 LUNT AVENUE 
Lsa-R-, IL 60193 

MEDI-CULTA/S 
ATIN:FCN7WGLEONARDI 
9915 CAM. - 
SANDIEXX),C?i92l31 

510(k) No: KQQ1331 
PFKNEN3: 619-586-0751 

MfZDIUJLTA/S 
ATIN:RONALDG-I 
9915 cm. m 
SAN Dm, CA 92131 

510(k) No: K991334 
FixmE NJ : 619-586-0751 

ME!DICZiLDEVICSii TXFMESIES, INC. 510(k) No: Kooo433 
Alm:KARL - PiXJNEMl: 352-338-0440 
3600 S.W. 471H AVE. 
ci?mWmU,F'L32608 \ 

DEVICE:ULlRASIM(IIISYSTEH 
SEDECISICNMADE: 22dUN-2000 
510(k) !XBMRY AvAILAEae FKM DA 

DEVIC!E:Z4MIFKNDEFt-FREFaPATIEN -a- 
SEDECISICN MADE: OQ-JUN-2ooO 

510(k) sI7mmNf 

DEVICRMAXHE%~~, I4XB.L He8631,.HE%621, HE-8651 
SE DECISION XADE: l%JUN-2000 
510(k) .smmEm 

DEXtCE:EUDERMICPF~ER-FHBSURGIC%LGTw0iBS 
sEDEcISIcpVl%DE:l2-JUN-~ooO 
510(k) STATMXC 

DEiVICE:MEXKBXZLC(HIOXIFIiXXNA)SfXT(MULTIEXX 1-m 

SEDEcIs1cNMxm13-LluN-2m 
510(k) SUM%FtY Am FRX HX 

DEVIcE:MEDEFIL'SHEX'ARINI.V. FUJSHSYRINZ, wVAmouSmsI~- 

SEDE?ZtSICN&?ADE:l2-JUN-2a 
510(k) ,smmm?T 

DEVICE:M.EDI-CULTM3MEDIUM 
SEDECISIWMADE: 2oJuN-2000 
510(k) SUI%ARY AVAIGBU Fz(aM FDA 

DEVICE:MEDI-UJLT~ASE; 
SEiDEtCISICN MADE: 20-JUN-2000 
510(k) SuMMARy AVAIUETX FXBf FllA 

DEVICE:PENHCXBEXERCATHFW 
SEDECISICNHADE: X-JtJN-2000 
510(k) SUMWRY AVAIIMLE FRX FzlA 



MEMKNICAVE, INC. 
ATIN: SUSAN islrxoN 
2170 -INI' PARKWAY 
SANIAm, a95407 

510(k) ND: Kooo744 
FKNEiNo: 707-591-7315 

-Cm= 510(k) Xx KOO1532 
m: RIc?%0DW~, PH.D. pfxm No : 901-396-3133 
18OOFX=@MID~ 
MEMPHIS, !IN 38132 

MEIXRNIC -DANEK, INC. 510(k) ND: It994239 
ATIN:RIcHAw)W~ Pi33NfSNo: 901-396-3133 
18OOPYFAMIDpL. 
lm'm-m, M 38132 

MElWKNIC tilonwxDANEK, INC. 510(k) m: KOO1066 
A!rm:RIm !iF@wma PEKNEiNo: 901-396-3133 
1800PYP%SlDpL. 
MEMPHIS, 'IN 38132 

METxKmcsuw31cA14NAvIGATIm 510(k) No: KOO1801 
zmN:vIcn%7IA RENlxN FFKXIEPIX): 303-439-9709 
530 ozlPKN ST. 
EL!awmD,0380020 

ATm:vIm RENWN PIXBEm: 303-439-9709 
530 cr.ldmm ST. 
IxxmFIELD,0080020 

-c, INC. 
ATTN:MIKE JcHNsm 
7ooO (IZENEG AVENUE N.E. 
MINNEApoLIs, MN 55432-3576 

510(k) No: KOOOQ55 
H I'D: 63.2-514-9835 

MiTTKmH~IEsLLc 510(k) No: Kooo767 
A!l!rN:MARc JAmR PH3BNo: 651-450-7400 
1777 CAKDALE AVENOE 
WE+%! ST. PAUL, MN 55118-4031 

MEx!m0Fr1cscFAuSTIN, INC. 510(k) m: Koo1620 
ACITLENS (cLEAR&BUTEVISIB~T~, -mm 
ATINzMAFtMNDAISING E%DNEND: 970-243-5490 
623 GLMXER DRIVE 
Gmm JUNCFKN, cx) 81503 

O6-JuL2c& 
Paq? 19 

DEVICE:MEUlRXtCAVEBRTcGEX3~ 
sEDFcIsIcNM!m: 05-JDN-2000 
510(k) SMMARY AVAIWXU FKMFDA 

DFJVICX:RYMh-UK c.zmSSICSPINALsy~ 
sEDEcISIt.X?MT!DE:l6-JUN-2m 
510(k) tXBwd?Y AVAIL%TE FFad F13A 

DEVKE:cDHXIzc%J~ 
SE DECISION MADE: 22-JUN-2000 
510(k) SLJH@RY AVAIIMLE ERX FDA 

DEVICX:~CNTPEXMBTGUZXNCE~ 
SEDXXSICNMADE: 3O-JUN-2000 
510(k) SUMARY AVAIIAKE FRX FDA 

SEDEXISICNMADE: l2dUN-2000 
510(k) SUM?U?Y A- FKBl FDA 

DEVICX: PIACERKKBL 6232 -SIYLET 
SEDECISICNMADE: 16-JUN-2000 
510(k) SUMdAEZ Am FRX FDA 

DEVIC'E:MEMCRIHDlXUXX v SHEAM, mEL 201 
SE DECISION MADE: 05-JUN-2ooO 
510(k) SUMt%w AK4IIAEU.m FDA 



MIcmTHEmPEmIcs, INC. 510(k) IW: K0O1454 
M, 5uP~") sIImPEE0 HYD x3XHILIC GUIDE?XIRE 10.014" D 
ArriN:MARIe PGUINAUX) 
2cxnxERR 
IRVINE, ca 92618 

PHCNE I?3 : 949-637-3700 

MI-cs CORP. 
ATrN:cYNIHIA MEimELL 
46360 JDEFTXI IJLVD. 
n, CA 94538 

MILEX FFaNcIs, INC. 
ATIN:cAm FUFUEG 
4311 NoRrH IKRMANDYA- 
cHI~,IL60634 

mm. 
ATIN:LYNN LJJEmss 
14605 2&IHAVE.NOKI'H 
MmN!mlQLIS, MN 55447 

MI= USA, INC. 
A!rm:EJENE!DIcr ZIN 
673OMFSARlIXZRD., SUITED 
SANDIECQ~92l.21 

500EiFamIN~ 
EDDYSKNE, PA 19022 

MRIDEVICESCXRP. 
Atrm:- 6cawBma 
1515 P$tFGKXW DFUVE 
WAIIKEsHA, WI 53186 

MRIDEVICESCCRP. 
A!rIN:!lal w 
1515 PAPAMXNT DRIVE 
wwxsm, WI 53186 

mREADvANcm~~Lm. 
A!t'IN:PAUL DRYDEN 
6329 w. wATEKWW Cl'. 
m, IN46055 

510(k) ND: KOO1178 
FWNEN3: 510-979-5068 

510(k) 1\10: Koo1545 
F%mEm: 773-736-5500 

510(k) Kx I@91137 
FTsxElNo: 6X2-553-3300 

510(k) m: K000844 
PEtWIND: 619-457-9734 

510(k) m: @X906 
HENEW: 610-499-3383 

-510(k) NX KM)1303 
PXNFiN3: 262-524-1402 

510(k) m: KO01713 
FENENO: 262-524-1402 

510(k) ND: Koo1546 
JiKNE!m: 317-335-3780 

DEVICE:SILVE%FEED HYDHHUE GUlDJiTdIRE (0.014" DiXGXEFt, 145cM LEZ 

SEDEXXSIceJMADE: 07-JUN-2ooO 
510(k) SDHARY AVAIUEM ?FKM FDA 

DEVICZ:CEDIADAU6-pLIEIIILM%IpHINEASSAY 
sEDEXZ!ISICNMADE:09-JUN-2O00 
510(k) iTUMMY AJKlUBLE FKM FDA 

DEVICE:PIPETUJFtET 
SEDECISIoNXADE:15dUN-20W 
510(k) SUWARY AVAIUEUZ F'RX FDA 

DEVIC.E:JZNGKWDPHXcp3IDIopLFx;IA~McHANQER 
SJZDEKZSIoNM7+DE: W-JUN-2000 
510(k) SUMARY AVAILMLE F'KM FDA 

DEVICE:ABEDLVEHX-TEST 
sEDEKXSICNMADE:16dJN-2ooO 
510(k) SmImmT 

DEVICE:KLJXlDRAPlZ~ICZiLDRAE'ES 
SEDECISICNMADE:23-JUN-2O% 
510(k) SOMARY AVAILAKU F'F&M FDA 

DEiVIC2Fi:BREAsT~ILIZA!M~ DlWICEMEbEKl60 
SEDECISIONMADE: 2O-JUN-2000 
510(k) ,tnammn 

DEZVICE:HFiW42WRISTAR?AYUXLFoR1.0!EGLA 
SEDECISICXMRDE:14,JuN-2m 
510(k) .tmaEmW 

DEVICE:ALUN2OO1 
SFiDEK!ISICNHADE: 08-JUN-2000 
510(k) .SDWARY Am FKM FDA 



MY~MfmaLSuP~,m. 
ATIN: SANJIV IzuMAR 
101 WSE VALLEY WCDS DR. 
CWY, NC 27513 

NBsF?axJcEoi) 
ATIN:CFARTZSEMEISCH 
257 -AVE. 
NmBRuNSwIcK,NJ08901 

-, INC. 
ATIN: - J.M. NC&m 
49 PLAIN SC. 
I93KE-I -, MA 02760 

NImm VAsculllR INC. 
ATrN:DAvIDw- 
6355 JOYCE DR. 
Gcmm,0380403 

t$zm?mDMED1mSYm,m. 
ATIN:TliBRY - 
W634OHWWGtTHRD. 
mA!TKINScN,wI53538-8QQQ 

I@xmREsuII(;Ic4LSY~,INc. 
AIrIN:= MEssEsK;ER 
10231 BUBB RD. 
UJPEKma, CA 95014 

IwwASYsm1cAL,INc. 
!lT-EmR,~EL40-4NEEDLE~ 
A!rlN:?HAMAs wEHM?nJ 
687 ND. PAZCCXUAAVENUE 
,sumYmm,Ca94086 

brzmsYsmI~,INc. 
ATn?:TEMMAs wEl-mN 
687No. PASTUUAAVENUE 
SuNmmE,C!A94086 

IKlvExB 
ATm:JossEPHwBEYGER 
38oEiLGINMlI!JsRaAD~ 
RI- Hn.L, cIx?rmIo, 

510(k) NiK.990519 
pI33NENo: 919-678-0680 

510(k) Xx x001068 
FTfKNEJ m : 732-745-9292 

510(k) No: KOO0565 
PEPXJE m : 919-859-4207 

510(k) m: KQQ3939 
PI-KEENJ: 303-431-9400 

510(k) No: I(993176 
FHNENJ: 920-563-8486 

510(k) 1\10: x992980 
PI-KNEW: 650-529-2850 

510(k) IWZ): Koo1150 
txmn~,rn~~60-6NEE 
PI-KNENO: 408-730-6300 

510(k) ND: KC01151 
FfXN!INB: 408-730-6300 

510(k) I0 KOO1059 
PHONE N3 : 905 508 2552 

DEVICF,:PHXNIXEpIDUF%L&SPINALNEEDLES 
SFIDEaslcNmDE: 024DN-2ooo 
510(k) STWENmr 

DEvIcm NBS --SET 
sEDEcIs1cmMADE:14-&mN-2ooo 
510(k) sI9TEMENT 

DEWTCX:htXWIc21TIcNTo~ 
SE DECISICN MhDE: 274TJN-2OOLl 
510(k) SUbWWY AVAIUBLE F'XH FDA 

D?WICX:NIWLEI'EHELZGENDTC22 
SE DECISICN MADE: 294u&2ooO 
510(k) z%NXHEW 

DEVICE:MUL!FI-FWIAL- F0FUIATI~FORFDEXAANDDISCCNERY 
SEDECISICNMADE: 2C?-JUN-2000 
510(k) SW4AR.Y AWILABLE FI%X HX 

DEVIcE:EW?GEJZWIUtSRTS 
SEDECISICNIGDE: 08-JU+2000 
510(k) fU4WRY AVAITXU F'HX ZDA 

DEiVICE:E ELECWZDEFN4ILX,McDEL20-2NEEDLEENZmcA 

SE DEXXSICN MADE: 29-JUN-2000 
510(k) srp3[1pIENT 

DEVICE:EUX%WUGICAL EXXTRCXEFWILY 
SE DECISICN MADE: 27-JUN-2000 
510(k) tTWmmCC 

DEVICX:IWRMXN% STERILE BI- FGNAL DIALYSIS 
SEDECISICNMADE: 30-JUN-2OXI 
510(k) f!XRW@Y AVAIUBLE FF4.X FDA 



-ADDREssLIsL?NGmcDRH~~ (SE) 510(K) W CR 510(K) SlXBGNB 06JUL-20w 
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axLARalxs3msLu: 510(k) 1x):Koo1326 
A!rIN:KEvIN f5.cH.x Pmam:503-@%2644 
4.035 SW METRaNrmDRlvE 
SUITE208 
lxlKnm0, CR 97035-2591 

OLYMPUS AMERIca, Im. 510(k) NX fc994069 
QUI~~URINWUSE 
ATIN:LAuRA SIORMS-TYLER &733?!ZfJ3: 516-844-5688 
7x0 - -DR. 
MEL,, NY 11042-1179 

510(k) m: KQ94106 

-TYLER PHzmm:516-S44-5688 

MELSZCE, NY 11747-3157 

cLxm3Nm-, INC. 
757 
ATIm:osAMu m 
300IAKEvIEwpKwy. 
VEWNHILlT&IL60O61 

510(k) m: x001670 

mm:847-680-6200 

czr.lwN JYlE?a-, INC. 510(k) ND: KO01671 
l.mELHFMa30 
ATIN:- m FixlWNJ:847-680-62j200 
3ooL?awmwpIGJy. 
lJERKNHII;Ls, IL60361 

OFTI-cxmIm~ 510(k) ND: ~0Ol227 
&clDRIC) DAILYWEAR 

iiTIN:m DATS~ 
aIim!AaLENs (c.TLJm&HLLlEvIsIBILIT 

mxfi?, No : 970-243-5490 
623 GLACIER DRIVE 
GMNDJUNC~ICN, 0381503 

OPTISCMC, Its 510(k) r?& ~00O9Q8 
HYDrnC) oLlFmcr= 
ATIN: JGINMSZABOCSM pH3NEND: 312-553-0828 
203 I?3KIH WAEi?SH AVENUE 
SUITE #l200 
CHICTYX), IL 60601 

OFJUSDmLm. 
ATm:- FRrmxmJ 

510(k) Xx K000QQO 
HioNEW: 972 977 18130 

117 AHWAH ST. 
RA'ANANNA, 

510(k) SUMWRY AVAIiXXE F!MX FDA 

DEXIcE:C&Yt@US IJbs30-25RUL~ccAND mANC=E 

~DDEcISIGNM?.DE: O2-JLN-2000 
510(k) SUbMRY AVAILNXE FEmmA 

DEVIcE:OLYMK?S~~25RUL 'BAWNICPFTXBANDA%BZZ~~E 

SF,DEXXSIoNMADE:~-JUN-2m 
510(k) StBMRY A'JXIAEM lX%f FDA 

sEDEZIS1oNb!ADE:3O-JW-2000 
510(k) S.mm@xC 

SEDEcIsICNMDE:30-JUN-2m 
510(k) tnATfMW 

DEVICE:ULT.W%VUE 55/P&C (B A)SOFT(MULTIFWXG,SFHEBICAL 

SE DEZtSICN MADE: 29-JUN-2CO0 
510(k) SUMGRY AVAILABLE: FIMM EDA 

510(k) SUNVARY AVAILXXW EXBf EDA 

DEVICE:OPUS10DENI7GDIODELASER 
SEDECISIoNiVADE: 23-JUN-2000 
510(k) StRWBY Am = EDA 

h 



-mREssLI~FcwcDI7H~~ VW 510(K) t3uHMUS CR 510(K) B 
KIRFINALDECISICWRENDEWD DuRlx'IHEpERIcDo1-JIJN-2m~ 3O-JuN-2Oal 

06-JuL-2ooo 
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&TEKNIKAw. 
ATm:m SANYAL 
1oOAKzoAVFa. 
DURHAM, NC 27712 

510(k) In'KOOO492 
Fixm m : 919-620-2373 

ciF?I!m- 510(k) K% KOW358 
A!rm:BFznN Ll!BxIY pHx\TE Ia : 8CO-9993161 
8909 m PARB DR., #410 
?BMPA, FL 33647 

axMMUNI%DmCS 510(k) m: Koo1769 
DUCTSIX~KIT 
ATINzDARLEZWJFH.lXLIPS PHONE ND : 716-453-4253 
1cQINDIGocREEKDRIm 
KxmBIm, NY 14626-5101 

cmWXUNIaDmB,INC. 510(k) ND: KoO1679 
IJBAlWKIT3 
ATIN:MARLENEASHUIMN PHCH31uD: 7X-453-4041 
100 INDIGOCREEKDRIVE 
RimGSlm, NY 14626-5101 

~IMPLANI n, INC. 510(k) N-C): xMx)817 
ATm:sAM m Pf-KNEEXl: 410-785-0700 
11201PEmmRD. 
HUNT GXLEX, HD 21031-1201 

P.T. MMA WUtC m 510(k) m: KOOl274 
TLAEELDGCWM(50MI~SCW) 
A!EN:EMMY T.ClCXiW PIENE N3 : 626-913-1798 

%EFE7%= I 

PAmMlmaLi 510(k) ND: KOO1180 
mmma~p~~1cAtExTENsI~~,~~528 

iAaImJ:~C~ F%KBE ND : 781-890-5656 
391 7zwmEN FCND RD. 
IwJW44, MA 02451 

PAMI'IEXINOUSITUESsDN~ 510(k) m: WOO952 
CIXDIFS-HLDE- 
ATIN:sAm l%mtc 
2 l/2 MIms, JADN RAsAH 
-,wsFMBILAN 
DAROLKHUSUS, 

FHIXEND: 606 631 3122 

DEVlCE:MOAD-DIMEX 
SEDECISICNMADE: 07-JUN-2000 
510(k) SOMGRY AVAZABIE FlKM FDA 

DEVICE: MuLm Alammaswm 
SEDECISICNM?!DE: OQ-JON-2000 
510(k) smxrmmr 

DEVIC.X:VMBXCHEHISTRYPFCDOCB cmADTsLlDEs;vITxacHFMIsJlRym 

sEDECISIoNM?CIE: 21-JUN-2000 
510(k) SLWMRY AVAILWLE FKM HX 

DEXCCZ:VITMXcHEMI~mw%3ucTs ASTSLIDEANDClBlISTRYPlWDKTSClX 

SEDECISICNMADE: 28-JUN-2000 
510(k) SUM?+RY Am F'KM FDA 

DEVICE:CMGAIIKDULAR lsYmLHIPsYm 
SEDECISICMMADE: 08-JUN-2000 
510(k) tmxLWW! 

DEVICX:LWEXsuIIGFxp\I sIllGEm'S - KmER-FREE wIm.H FTlolEIN azt?mN 

SE DECISION MADE: 23-JON-2000 
510(k) SutiplARy Am FWX BDA 

D!XVICE: 'ImmRAW PACBMKER EXTENSION CABLE, MXXLS 5235, 5235A, 523% 

SE DECIS1C.N MADE: 27-JUN-2ooO 
510(k) W 

DEVICE:HEWIH-PLUS, S+?WIT& 

SE DEcISIa MADE: 3O-JON-2000 

510(k) SIWBBWT 



PANITEXINDUSTRIESSDNBHD 510(k) Wz KO01672 
A!rm:sAID AhmG Pf-KNEND: 011 606 6313122 
2 l/2 MILES, JALAN RWAH 
-,msEMBILAN 
DARUL KHusus, 

PAMITEJXINDUmmW 510(k) Kx KC01674 
ATIN: SAID AWANG PI-DIEM: 011 606 6313122 
2 l/2 MIms, kl?iLnN FGis?4l 
-,msEMBrLAN 
DARUL KHUSUS, 

PEFwEmcs, INC. 510(k) ND: KQQ3895 
ATIWGREE I-KJLmm ptnaz NO : 949-262-0411 
3&?&J~7fN&% 

I 

PERU~~ASASSDNBHD 510(k) m: KG01529 
IN-w, azNrAms5oMI~mLFsSOF~ 
ATTN:mN KceJGa-mz PEENENO: 603 391 1949 
rm754,JALANHwIsImr 
-, 

EIILIPS MEDICAL ,%‘mS KRIH -10(k) ND: KO01331 
ATm:PExER AL- FSlEN3: 203-926-7674 
710 - AVE. 
f3BELm, cl! 06484 

pws1cpIETRIx,INc. 
ATINzDXWEFRAZER 
FIVEBILLERICAPARK, 
101BILLXRICAAVE. 
NoR%-I BlUERIm, MA 01862 

510(k) m: KCKUO69 
Pf%NEND: 978-670-2422 

FJLmmuM LskEFmcEs, INC. 
A!rm:NANcYY5TREEYr 
115 BOISE tsmEEr 
DJQJINCY, IA70633 

510(k) 1u3: KOOl240 
EFDNENO: 302-836-9919 

PLeRSUREm- sm. m. ilO No: KCQ1377 
ATm: LIM KOI-Ycm PKNEim: 603 874 0784 
LcYF 1365, 17'JX MILES, JAZAN 
SuNGAIsEMBm 
JERAM, -, 

FTusc8xmxm1cs 510(k) m: K993374 
ATIN:- Ica PmqE KI : 858-455-2400 
3550 GENEPa ArlxYacs cr. 
Bux. 15-100 
,sAN DIEWX), CA 92121-1122 

odJuG2000 
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DEvIa3: lxYxE!R-FPEE --LATEx~oN- 
SED%!XTISIcNmDE: 23-JDN-2000 

510(k) SIRIWEW 

DEvIu3: mER-m IATEX -a GLcms-RuJEm 
SEDECISICNMADE:3O-JUN-2000 

510(k) sIN?WXC 

DEVIC.E:OETIFW 
SE DECISICN MADE: 02-JUN-2000 
510(k) SUMWU! AVAIIABLE FRCM FDA 

SEDECISIONMADE: G!-JDN-2000 
510(k) W 

DEVICE: syNEEI[=yHEAD/NwcmIL 
sEDECISICNMADE:O9-JWt-2OX 
510(k) SUMARY AVAILABL FRX FDA 

DEVICE:tXXEL4DDDEEG~ 
SEDECISICNM?LDE:~O-JUN-2ooO 

wIEIPsI(PSA4000) 

510(k) SUMWRY AVAIMEE FTKM DA 

DEVIC'E:SENGARD lxnm!IrnPATcH 
SE DEKXSICN MADE: 21-JUN-2000 
510(k) SWGFtY AVAILAEW FRZM FDA 

DFXICE:SPEZ+fICIDALtLUBRICATEDIGlXLATEX~ 
SE DECISICN MADE: 08dON-2000 

510(k) W 

DEVICX: BoFoRREVISIoNCXJP 
SEDECISICNNADE: 05-JUN-2000 

510(k) SUWAFtY AVAZABLE FRX FDA 



FuLsI~MEDIczIl;SY~,INc. 510(k) m: KOOl762 

ATlN:uLF Km2 FFENE No : 877-655-8844 
20462-A - CBN!lER DRIV!X 
PO Box 2637 
OCRNELIUS, NC 28031 

Ff!n INDUSTRIES SDN. Em. 510(k) Ex): KOO1475 
TAINSlOOMI~ cRLEsscFTul!AL~~~ 

Ff?ZEW: 609 567 0835 A!L'IRAZLWWXWMYASSIN 
IJX 93, b5T?wmu INousr. ELcmaFl 
-, p-r 

510(k) I$& KOO1485 

lZ+Dii3 N3 : 609 567 0835 ATIN:-MYASSIN 
ml! 93, - zrlamsr. EaiTmlm 
-, PAHANG, 

~SYSDIXWSMCS,IIC. 
ATTN:VIJAYKMAWNC 
2042 UXfPEDELNXAL 
ams~m,ca92009 

22 'I'EIWAVE. 
BLJRmmm, MAO1803 

REsPmcs, INC. 
ATIN:DAVIDJGU!%L?i 
1001MumY RIIXX r.mE 
t-mm!svILLE, PA 15668 

RETRAxsAFErYsY~,INc. 
A!tTN:DAVlD OAFWIN 
1401BRIC!KELLAVEi SUME 1480 
MIAMI, FL 33131 

RHIm, INC 
ATm:DiuE KtJLEsm 
455 STATE ST.. 
SUITE104 . 
DFSEUINES,IL60068 

510(k) m: ~994419 
FKNENO: 760-9X3-9165 

510(k) Ex3: -754 
E?xm ND : 44 017 38444102 

510(k) m: KOOl700 
PI-ENE No : 781-272-1233 

510(k) I?Zh KOOO994 
Fl33IEIrx): 724-733-5866 

510(k) No: KOO1017 
FT-KNZNO: 305-371-8166 

510(k) N3: KOOO336 
FENENO: 847375-QOQl 

SEZDECISICN~E: l3-JUN-2OCXl 

510(k) SLRW4RY AVAILXXE FXM FIlA 

sEDECISICNMADE:13-JUN-2ooO 
510(k) iTmm@Wr 

DEVICE:l?ASTP~PSA~, Fi%s!PAcK SYSTEM 
SEDECISIcNMADE:2%JlJN-2m 
510(k) StRW?@Y AVARXFU FRX FDA 

510(k) SlltTplENT 

DEVICE: XPIW 2.1 
SE DECISION MADE: 28-JUN-2000 
510(k) SUbWRY AVAIIABLF: FRX FDA 

DEVICE:BIPAPDUETLXBI-LtEvELSYSTfi%t 
SE DECISICN WE: 22dUN-2000 
510(k) SUbNARY AVAILWXE FRX FDA 

DEWICX:RETRAX -mLEm, SIZE 3cc 
SE DECISICN MADE: 02-JL%2000 
510(k) SLNMARY AVAILWU ElMM FDA 

510(k) Sa7mNmC 
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RIcwiRD~mIcaL- C510(k) N3: K994223 
T;NEX%XWE,20D~,STlW~Vh%?;~,20 
A!rmFoBEK.rLcnSAFsA 3LTx@lE Iv3 : 847-913-1113 
353 cn?KmTE #Ems PKWY. 
VEXU?NHILIS,IL60061 

RfX%lEDIAfXXMCSfZtXP. 
ATTWKAYA?AYLiX 

510(k) No: KCQ1014 
ET-n@ I?3 : 317-576-3544 

9115 I-IKUE RD. 
IND-S, IN 46250-0457 

RXXEDIXWXTICSOQRP. 510(k) No: Kw1417 
A!eTN:JENNIFERTRIBEIFlT FWINEND: 317-576-3742 
9115 FixmE RD. 
INDIANApozIS, IN 46250-0457 

WXHED lAcNOSTIcS~. 510(k) No: KoO1846 
A!Lm:KAY ?TIyLI3R FHxEl m : 317-576-3544 
9115 HFyxlE RD. 
INDIAIWOLIS, IN 46250-0457 

,SAEEtY MEDIcaL SUPPLY INT,. m. 510(k) Iu3: K993l25 

&:Ym MTJMEmD FWNE m : 781-642-7171 
135BEwERfcmEEr4mFLoaR 
5.mXEJE4, t& 02452-8424 

S2WXIBIUIECH,INc. 510(k) N3: K992799 
ATIN:JCHNJKCAW )3?rxE m : 714-429-7807 
1508 - DR., #354 
SANA ANA, CA 92705 

-, INC. 
EM 
ATIN:CWXAAD~ 
200 lJF%xmsT. 
iaT.,=, I-Pi 02154-3457 

510(k) m Koo1427 

FEWEm: 781-647-3900 

sjm~+~~ KEEIDON PLAS'XC PmNClS5lO(k) No: KO01549 
TV 
ATmzJANNaP?ucxER FFCNENO: 775-342-2612 
198 AVENJEi DE LA D'ENEZAID 
SPARKS, NV 89434-9550 

SE DlXISION MADE: 05-JON-2COO 
510(k) SUWARY AvAlLABLE FXM FDA 

DEVICZ:EXECSYSANM-TFOCNXHECK 
SEDEXXSICNMADE: Ol-JUN-2COO 
510(k) SWMiRY ATIAIIABLE ?ZXM FDA 

DEVICE:CWlWiKTESX?JP 502,mm3016641 
SE DECISION MADE: 29-JUN-2000 
510(k) SOMtGRY AVAILNXE FFCM FDA 

DEVIUZ:EUXXXSINSUUNCNCHECK 
SEiDECISIoNtdADE: 28dON-2ooO 
510(k) SUMMARY AVAIUBiX EFCM FDA 

SEiDECIS1CNh!ADE:2O-JON-2000 
510(k) SUMARY AVAILABW l!FCM FWi 

DEVIcE:SANXJIBIoTEcH,INC.EpD( -IErIN) ElLIsA KIT 
SEDECISICNb!ADE: 07-JON-2000 
510(k) sSOt#@Y AVAILABU FHN l!DA 

SE DEXXSICH MADE: 02-JUN-2000 
510(k) SUWAR!f AWUIABLE FI3aM EDA 

DEVICZ:MULTIPLEPRJXZEI.ABELS,NITRILF: ExAMG;LcxIEs, KWDER-m (WI 

SEDFCISICNMADE: X&JON-2000 
510(k) f!mmNEm 

SHAEJBIAIPTPLASMCS WSE -10(k) Ex3: ~1601 DEVICEZDISJXXAEU FvcmERED EiYMEEMCEXAMW 
A!rm:FfE3xR mb?s FHXJEK): 011 862 15781852lSE DFCISION MADE: 23-JUN-2000 
268YuSBuRD.,cmqjm 
mmP,vm \ 510(k) W 
-, 



-FTpLAsTIcs Er-CmEUsE CXKlO(k) NX 'iOO1611 DEVICE:DISlXMBBPVC~C ExAMmaI~-,pcwDERFRElE 
A!rm:pETER WAN2 PHsslE IKI : 011 862 15781852153 DECISION WE: 3O-JUN-2ooO 

SHEmmRFIEm.cD.,LTD. 510(k) ND: 13901637 
ATl!N:KEN I-luAm PEKNEND: 011 886 55575937 
No.16, TWJ KUNS SIX RD. 
mu-LluExmr3DmINDuST.PARK 
m-m,YuN-LIN, 

SHEIIA w. PI- 
ATlm:SHEIIAwPI~ 
2081LmGDENC~ 

510(k) 1\10: Ko860 
PHJNE No : 650-969-6114 

icks ALTOS, CA 94024 

SHI-v 
S 
ArrIN:m a-m 
12390 EAST END A= 
CHINO, CA 91710 

AlmkJAMEs a-lu 
l239OE?hS!CENDA~ 
CHINt), CA 91710 

PLASTICS PR5lO(k) NX KOX834 

PHONEm: 909-262-8860 

E'LASTICS F'R510(k) I0 KO01862 

Ffxmm:909-262-8860 

sHIMADz OCRP. 
ATIN: MIcHAF3; FTLsHma 
20101 SOUIH VEfFWNTAvENuE 
?rcmaa, ca 90502-1328 

SIEMmSMEDI~~~,INc. 
m:- tzEmNEK 
186 KX32 AVENUE SOUIH 
ISELIN, XJ 08830 

SI~TEcHNoLoGIEsLm. 
Arm?: ?-Q-ma STEIN 
P.O. Box 454 
GINOT, -, 

SIG?.iADII?GNXT ICS, INC. 
A!BN:WILTJMRGILBERT 
545 .SCUl!H EtJING AYE. 
ST. ix?ns, &D 63103 

510(k) t0 KO01517 
pH3NEm: 310-217-8855 

510(k) m KCBl201 DEVICJZ:MULXTXCWPACI'KANDMJLTIXLRADI~ c X-Fax SYB 
Pi-Km-m : 732-321-3950 SE DEcISIc%J MADE: Ol-JUN-2000 

510(k) SUbWARY Am F'Fc?I FLZA 

510(k) m: K994130 
E-DIVE NJ : 972 979 20673 

510(k) t0 Km1569 
FjixNEi la : 314-286-6693 

510(k) .sDum@W 

DEVICE:DISEQ%EXE mERm 
SEiDECISICHMADE:23-JUN-2ooO 

510(k) s?aTEMEN 

DJWCCE:FUIURASAE%TYSYRINX 
SEDEcISICNM?iDE: 3O-JUX-2000 
510(k) i?UMWY AVAILXZE FIUX FDA 

sEDEZISIoNMADE:3O-JUN-2OGO 
510(k) SUMHFY AVAIUEUZ = l!DA 

DEmcE:i?xmmTIc~mFREE(~)vINYLP~ EmMINATIcNGlxmEs 

SEtDEcISIoN~E:3O-JUN-2ooO 
510(k) SXWARY Am E'XN EDA 

DEvIm: -zo l%lBILE x-RzTi SYm &lox-100 SERIES 
SEDEZISIONMADE: 27-JUN-2000 
510(k) tTMmmfT 

D?NICE:REZItXIGWJ!Rs3OO-O4 
SEDEcISIONMADE:3O-JUN-2ooO 
510(k) m 

DEXCCE:INFlNTYAMYL?!%REWEN 
SFiDECISICNFADE:26-JUN-2ooO 

pFmm?EN3.~580/568) 

510(k) SUWARY AVAILMLE FFUX FDA 
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SIHSDELTHZ,INC. 
ATm:LIsA b3!lnm 
l265GREYFoxRD. 
ST. PAUL, MN 55112 

ff24In36(NEFBEwENr. 
I ATIN: ALICIA Fi3lvGE 

2925 AI?- RD. 
-, TN 38133 

sMITH&NEpHEw,INc. 
A!rIN:MARK KIERAS 
160 DA&scnm RD. 
ANMXIER, MA 01810 

tz24rm&NEHIEw,INc. 
A!rrN:NI~ a3NcwEs 
130 FaRBEs BLVD. 
HANSFIELD,M?iO2048 

lscBxN~mIcATINc. 
oML,2OOOML,3OGOML 
ATIN: R. lxlJ&?sm 
1375 WEST 8040 +5xx3IH 
WESTJCRDAN,UT84088-8320 

510(k) No: KOO1507 
i?fDNEiW: 508-261-3770 

510(k) IaX KOOl287 

FT-K@E M3 : 801-352-1888 

SP-, INC. 510(k) m: x992404 
A!lX?zDANIELJb!ANELU lJH3E N3 : 202-261-XX0 
2OGQ M STREiLT, N.W., SUITE 700 
baSBmXm,DC20036 

-SE, INC. 
A!rI!N: m GVTIERREZ 
1100 BIRD CEXCER DR. 
PAM SPRINGS, Cl 92262 

SrARIa IN- 
AT-IN: BIUAN GRIGSW 
20665 41-H ST. 
SARFITOGA, CA 95070 

SI'ARION IN- 
ATIN:BRIAN GRIGSBY 
20665 4TH ST. 
-, CA 95070 

510(k) m: Kooo842 
E3-KBEm: 651-628-7224 

510(k) hx): KoO801 
FSBEfio: 573-243-3799 

510(k) No: KOO1226 
HICXJE rm : 978-749-looo 

510(k) No: Koo1082 
PKIEJE NJ : 760-778-7255 

510(k) NO: KC00893 
Il?kElw No : 4Xx3-741-8773 

510(k) ND: KOO1262 
FTLKN!3 No : 408-741-8773 

tL8VIcE: C'ADD-NZM PCS II MXXL 6101 AMBmA%w INmS1cNSYm 
SJ?aDFCISICNMADE: 08-JUN-2OCO 
510(k) i!XwARY AVXLABUZ = FDA 

DEVIC.X:FCCQATED WCvENrTuHEs 
SEtDECISIcNM?iDE:19-JUN-2ooO 
510(k) .SUHARY AVAILABLE mai FDA 

DEvrcl?l: sKIm+wRF AFamxmPIC WAND SYSTEM 
SEDECISIoNMADE:26-JUN-2ooO 
510(k) X@%5ARY AVAILABLE: I%X FDA 

DEVICE:MIVCNINmR@mm 
SEDECISICNM?DE: %JUN-2ti 
510(k) SUtQQFZ AL4UGI.E lX%¶ FDA 

DEVICE:JG@IY RElsmmIRBAG, 50ML,100ML,250ML,500ML,1oooMML,150 

SEtDECISICNM?iDE:O9JuN-2~ 
510(k) tzxmm?r 

DEVICZLz?HEWAND 
SEDECISIcNM?+DE:O6-JUN-2COO 
510(k) SUtQGRY AVAILAEU FTIcpl FDA 

510(k) StIt%?w AVAILX%E Ff&% FDA 

DEVICE:AC~THEl%ALCZUtERYUNIT 
SEDEcISICNM?DE:14-JUN-2ooO 
510(k) SU&!ARY Am FX&f FDA 

DEVICE:'lXEZMZ~Y 
SEiDECISICNMADE:14.-JUN-2O!Xl 
510(k) SU@lARY AVAILXCE m FDA 
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F-izmFaa- 
ATIN:BRIAN GRIGSBY 
20665 4lXST. 
m, ai 95070 

510(k) hlD: KOO1273 
PKNETND: 408-741-8773 

-a, INC. 
ATm:LINDA NELSCN 
599 TOPEKA WAY, SUITE 700 
a!e!xlx ICCK, co 80104 

510(k) No: Koo1649 
F%KNFim: 303-660-4201 

fc?mExx-, INC. 510(k) m KC01443 
ATm:PAuL KlTrmwx FFKNEEX3: 402-691-7458 
14124 INDUSIRIALRD. 
cXm-JA, NE 68145-0625 

SULZER-INC. 

ATIN:- Boop 
19oOXXtXJAvE. 
m, CA 920X-7308 

510(k) N3: KOO1786 

l?fKw No : 760-431-9515 

S.uLzER~mIcs, INC. 510(kj ND: KC01078 
ATlXzJ!RANC%EHAHRI~ FJEmEm: 512432-9306 
9900 -DR. 
AUSTIN, TX 78717 

&TxlPG1Q1z,aw, INC. 510(k) IWz Koo1594 
ATIN:zoLTAN Br+mzs PKNEFD: 800-917-2673 
1456 WEST NEIWFWT CENTERDRIVE! 
DEERETZDE?EXX, FL33442 

fixMmR--, INC. 
ATTN:GARY GIlT.HXE 
1313 -AVENUE 
GoLam, 00 80401 

510(k) pJ3: K993700 
PHSEN3: 303-279-1914 

,sYNcm -m, INC. 
A!FiN:GAW GlIJmKBE 
1313 i@WlXXN AVENUE 
cxxDEN, 03 80401 

510(k) ND: K993701 
FTDNENO: 303-279-1914 

- PW 
mSHERILMu~ 
16coRusSEmRD. 
PM&I, PA 19301 

510(k) No: K993335 
PI-ENfZW: 610-647-9700 

DEVICE:,5TAFtI~ ~pcxlJERPort?r-cT.AMl? 
SFiDECISICNM?UX:14-JUN~2CXXl 
510(k) SUbWARY AVAILAEU FFCM FDA 

DEVICE:W AulrcLAvETApEs,~cIl226icIl234 
SE DECISION MADE: 23-JUN-2000 
510(k) SINWENT 

DEVICX:SUGARCXEXCNEi 
SEiDECISIoeJMADE: 29-JUN-2ooO 
510(k) f.XRMXU Am FFUM FDA 

DE?ICE: TENEW&V GXXVAL UJF'FAND IWRESSI~~ANDIMPLANTAN?CCZ 

SE DECISION MADE: 21--JUN-2000 
510(k) SlMmEm 

DEWIcE:SUL!BRO~ICS~3O~sTpl 
SEDEXXSIQNb?ADE: 23-JUN-2OQ3 
510(k) i!GUMWY AVAILMtE FFC.M FDA 

DEVICE: 3.5tMIAE'W (Imoo, LGlO3) 
S!ZDE)cISICNMADE:l2-JUN-2000 
510(k) SUbWARY AVAILAWE FFCM FDA 

DEVICE: m, MXXL m-103-2 
sEDECtSICN&?ADE: 02-JUN-2000 
510(k) SIWNENC 

DJ.WICE:~, WEL,BT-125-2 
SE DECISICN W!DE: 09-JUN-2000 
510(k) iTmmMmT 

DEVICE:SYNlXFSWMERhEUGAT0R/ASP~(RIA)SYSTF& 
SEDECISICN~E: l2dUN-2000 
510(k) SUMMARY AVAD%EEE FFXB FDA 



- P=) 
ATIN:EXNNI!XJsMITH 
169OFUJSSELLlX%D 

510(k) ND: KMx)972 
FKNEEI): 610-647-9700 

PiWLI, PA 19301 

SYNrHEs Pw 
A!t'INzBoNNIEJ!%MR 
P-0. Kx 1766 
1690 RU- KY+D 
PRXI, PA 19301-1222 

510(k) N3: xoO1311 
FENEND: 61CM47-9700 

T.C. MEDICX INC. 510(k) m: K984376 
ATIN:LlBaxN ms FT-KNEm: 612-935-8829 
14710 osa-rml FimD 
MItammm,m55345 

TELEDmANAz?ITIcazI- 510(k) m: Koo1095 
, R%MED, REMED, Tl, T2,T4, 'I7 & UFO130 
ATIN:RAy KBAJAVI F#XE ND : 626-934-1502 
16830 CHEszNvTsr. 
CITY OF INDum, a 91749 

ccERumMEDI~o(%ip. 510(k) N3: I@93772 
!MXl?DEXAUWXE --IR 
mC+ARRYAOJUfCINFi ETXNEIUD: 80-283-7866 
l25ELuEEaLLlxm 
ELlc!xN, MD 21921 

TERumMEirxcALlooRp. 
ATIWSANDI mRrm 
125 BT-UE N&T., IMAD 
ELK!lm, MD 21921 

510(k) m: RX)1474 
pH3NEN3: 410-392-7243 

'IME IlE?mms OF n-IF, IJNIWRSITY OF 510(k) N& KOOlO26 
ATIN: SHEILA I-IEMm-m FKNENO: 508-643-0434 
49 PIAIN f5xREEr 
NOR'IW RITLEGm, MA 02760 

Tv3flmmmsYm,m 510(k) NZ KOO1592 
A!tTN:- EISENXRXR I?KNE No : 490 893 2175830 
EDImm6 
UNERXXEISSJBIM, 

‘IOBMER S.A. 510(k) ND: K994393 
ATIN: DAvIDwm PI33lE ND : 925-356-2640 
2coGEwmYL?m 
SUITE c100 
F3Lmvwr HIIL, CT4 94523-3389 

Lxt!vIa: SYNMES (USA) - tz?I73BmzATI~~FoRrms 
SfZDECISI(rJMADE:16-JON-2000 
510(k) SUMGRY Am FRX FDA 

DEvIa3:syNIHEs(usA)~ITAT.lMEsHPLATEs 
SEDEXXSICNt@DE:2&JON-2000 

510(k) W AVAZAELE FIXX4 ?XXi 

DEVIC3%ENDow2000 
SE DECISICN MADE: 07dUN-2003 
510(k) SUMlARY AVAIMBLE FRX FI3A 

DEVICE:OXYGENSENXRS, ~~,~,R13,Rl5,RqED,Fa?MED,Ft23 

SEDECISICNMADE: 3O-JUW2ooO 
510(k) smlm4Em 

rxztms$mu-1oorNSuLINm 
SEzl!xmIm~:O9-JON-2m 
510(k) - AVAILAWE FXX4 EDA 

DEvIaz:3rsxsPEm 
SEDECIS1CNMADE:20&&2000 
510(k) iSOMARY AVAILUU'FIIIs1M l!DA 

DEXCCE:EXXQUX,IMpGMxIM,DCXUUX 
SEi DI'XXSICN MADE: XdUN-2OCCI 
510(k) SWWiRY AVAILABLE: FXM FDA 

DEZVICE:AEt&ALIS -sHcuLDER-ID 
SJZDEcISIONM?iDE:22-JUNdOCYZI 

510(k) ,SLNM@Y AWILXiU FRX FDA 



SUE@lITIERADDFtE!ZSLI~FUFtcDRH~~ (=I 5WW - OR 510(K) STMXMRR 
FmFlmLDEcIs1alSREND~~mpERIcx)01-JuN-2000 !mFcux3O-Ju&2000 
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!lBEKDIPGNOSTICSY~,INC!. 
ATIlN:cYNrHIAcKNAPP 
29299 - RD. SulTE 1-K 
wEsTLAm, OH 44145 

UEDAAmUXEtXUI(X 
ICE 
ATIN: E.J. SMITH 
Fo Box 4341 
cm=, MD 21114 

uNITmPAcIFIcoo.,Lm. 
A!rm:DANIEL YEBUA 
219 f3ouI-H MfMMDAVEi. 
ALEMERA, CA 91801 

LINIVEC, INC. 
ATIN: s. LAElvrNm 
22DUBCNCT. 
-, NY 11735 

USA IN-, INC. 
ATIN:mNY !II!Hxw 
1515 DANNER DRIVE 
ATJFKBA, OH 44202 

USA IN-, INC. 
ATIN:= TI%mAs 
1515 DANNEEI DRIVE 
AlEmA, CH 44202 

vAFmNMEDIcaz,SY~,m. 
Arf!m:LINDAsNAsH 
3l~mNS.mwM/sB-O55 
PALoALTQ a94304-1129 

VITAL IM?!GEs, INC. 
ATIN:F83BEKFC~ 
33OOFEFmsmKLANE~ 
SuIm200 
-,MN 55447 

510(k) Xx KG01036 
FT-KlWm: 440-250-1665 

510(k) pJ3: K993316 

PKNEND: 410-451-0639 

510(k) IQ KOO1718 
FKNEIKJ: 626-458-8518 

510(k) m: KC00747 
FENEND: 5X-777-2OCO 

510(k) No: KOOl209 
lT-%XEND: 330-562-1000 

510(k) No: KOOl210 
lW3Em: 330-562-loo0 

510(k) I.0 KOO1643 
ST-KNENO: 650-424-6990 

510(k) I0 Icoo 
FS3NEN.l: 6X?-915-8001 

VITIiDLIFE AB/.SCWlDINAVIAN IVF SCIESlO(k) No: Kooo619 
ATTN:GmYLYmzLIIs FKNENO: 202-496-7645 
1900 K SIRE%?, N.W. 
v, Dc20006-Is08 

\ 

b 

DEVICE:SEtNSM'ITF@i.U?-24HXlFtS 
sEDFXXSICX?MADE:O6-Jt&2OGO 

SUSCERXBILITYPLRIES(~) 

510(k) sIwm!mr 

DEvI~:~uDMsupERBP-2m~c~ PFFS%RERMx%IDINGDEv 

SEDECISION~: 09-JuN-2000 
510(k) .sLMmma 

DEVICX:UNIVEC~PIEXZ~ 
SEDEZISI~MADE:O8-JUN-2ooO 
510(k) SlXm4Em 

DE~VIC'E:INSIGE~~'PLUS~~~~FHASEDARF~AY'XRSOAND~EL~I~~XL 
SEiDEXXS1oNMADEt:01dUN-20110 
510(k) SUMdARY Am = FDA 

DEXCCE:BI-RE!S9ocx)E'BASEDARRAYCAF0TlDo3IL 
SEDEX!ISIC.NM4X:O9dCJN-2ooO 
510(k) SUMM?Y AVAIUBIZ FRX FDA 

DEXICX:VARIS1.4G. 
sEDEXXSI0IMADE: 23-JUN-2ooO 
510(k) SUMM?@X AVAIL?@& FRX FDA 

DEVIGX:VSXREWITHEKGSIGNALGATINZ 
sEDEXXSICNMADE:3O-JUN-2oa1 

510(k) iTUMI@Y AvAIIlu3LE FRX FDA 

DEiVIcE:scAM)INAVIANIVF'scIENcEs AB, G2.2 
SE DECISION HADE: 27-JUN-2ooO 
510(k) SUMQRY AVAIlXXE FXM FDA 



SUE!HITIERZClDRESSLISMICFCi?CDRB~q;lTnrALwII VW 510(K) - OR 510(K) - O6-JurF2000 
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ICPEDLIFE AB/SC?UDINA. IVF SC!E%lO(k) M3: KOOO627 
ATlNccARYLYINxlm FT-mE m : 20?-496-7500 
1900 K STREET, N.W. 
~,Dc2ooo6-1108 

vJxwcMEDIcAL,INc. 
A!mN:JAmw- 
3210-B ALPINE IMAD 
KREXA INLEX, CA 94028 

510(k) m: Kooo278 
FtKNEN3: 650-529-1238 

WAKCJ CHEMICALS, USA, INC. 
RrIN:'IIsNyA MArLmY 
1603-RD. 
RI-, VA 23237 

510(k) ND: KOO1004 
FKNElNO: 877-714-1924 

WAKO (Ils.Nrw, USA, INC. 
ATnJ:llKNYA l.lGmRY 
XOOBELU+XDF+D. 
RI-, VA 23237 

510(k) No: Koo1005 
PHONENO: -992-9256 

w?iTLzc OY 510(k) m K993697 

LGUX!ER ABENDXWIN, M.D. 
A!rm: tGiTxER -IN 
5530 WI-IN Am 
SUITE 705 
CHEVYcHAsE,m 20815 

WlTanmmm1mSYm, 
AlTN:m Ar.EusT 
l9mAvENuE 
D?GmWEl, MA 02747 

W!XCTXMBI~ICZiLINC. 
A!mN:SAriLYLmmR 
am-m., s'un'E302 
Eximn, NH03842 

i@XU%lDEMEDI%o3Rp. 
ATINzIARRYRPILIJT 
1900 K STREET, N.W. 
is4ammN,Dc2ooo6-1108 

FFKNEm: 358 226 78111 

510(k) N3: KOO0827 
l?i-aEm: 301-656-4317 

INC. 510(k) Ni): Koo1012 
FHXIFINO: 508-965-9850 

510(k) ND: I(992221 
PIXNENO: 603-775-7300 

510(k) No: K993663 
PI-XXENO: 202-496-7561 

DEmcFi:tziczwOmvIANIvF~AB,HyBAsE-1 
-SE DECIXCNMADE: l3dUh-2OCXl 
510(k) m AVAILABLE FXt4 !X& 

DEVICX:VIVANI'MEDICaLBIOE'SYMARKERSYsllEM 
sEDE?.XSIcNMADEi:23-mN-2ooO 
510(k) tSUQ@@Y AVAlUCUE FllcM FDA 

DEVICE:wIKc)-HIGH~~ 
SE DECISION MADE: Ol-JON-2000 
510(k) SUb%%RY AVAILAXE ?TiXM FDA 

DEVICE:wLKL)BDL-C/LDL-CC?iLIBRA!mR 
SE DECISIcrJ MADE: Ol-JUN-2COO 
510(k) SUP@aRY AVAIUBLE FFuX DA 

DJ!VICZ:DELETA -mm 
SEDECISICNMADE: 09-JUN-2000 
510(k) SU%l?CZ AVAIL&HZ FFXM FTXS. 

DJi'VICX:UP~~IS(UPP)~ 
SEDEXXSICNMhDE:23-JUN-2000 

510(k) SOt#?CU Am FEMM EDA 

DEh'ICX: DIGITAT., -W SYm, DIS2003 
SEDECISIaJM?iDE: 13-.XJN-2000 
510(k) q 

DEVIE: ACM.- ETlIMwY ANTIMI~IALDRF5slX 
zXDECISICNb!ADE: 07-.X&2ooO 
510(k) SlX@%FZ Am E'FZX FDA 

DEVICX:FIRSTcHEcxIglMEDRUZT!ZST('IfC) 
SE DECISION MADE: 23-JUN-2ooO 
510(k) SUb%ARY AVAIiXXE FFCH ZDA 
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WXUMIDEEI~ccwP. 
A!LTlNzLAFCtYRPIIm. 

510(k) hx): K994138 
EJJXNE1uD: 

1900 K STREET, N.W. 
202-(296-7561 

-, Dc2Oco6-1108 

-EMEDIcALcaRp. 510(k) m K994139 
A!I'IN:IARRYRPIUX' H W : 202-496-7561 
1900 K STRFET, N.W. 
wcwmxcN,M:2m6-1108 

xEmEKMEDIcAL.,lNc. 
ATIN:JIM EDDINGS 
6136 FM 1616 
ArlmENs, TX 75751 

510(k) 1x): ~OC0313 
PIckJE No : 903-675-1429 

Xa-lED, INC. 
AlTNtMMl?INDSAFGENT 
6743 i?KUEGOm DR. NQFMI 
-, FL 32216 

510(k) m: K993653 
PHONE m : 904-296-9600 

itf%ziE- TIMLIN 
6743 sf2mMEOINr DR. mR!rH 
W, FL 32216 

510(k) m: KCXU148 
EJIxNF4 m : 904-279-7532 

ZEUS mc, INC. 510(k) N3: KDo1393 
sYsTEM.ANENzYMELINKEal ~Assp;y,ELIsAFc%I 

~i?ARKJKXNI%KY Pf33lENO: -526-3744 
2OilEvANsWAY 
-,NJO8876 

ZlMtmR, INC. 510(k) m: KC01733 
sY=,M=DEL8Oll SERIES& 1109 &8109 SERIES 
A!tTN:FREo l.ExmRE Ff-ENENo: 219-372-4294 
P-0. Em 708 
WARSl4J, IN 46581-0708 

DEXCCE:FIFGTcMEcxIXMEDIBx3~P~2 
SEDEcISICNM&DE:23-JUN-2ooO 
510(k) SLJMGRY AVAIIMU Fm4 FDA 

DEVIcE:TEAMWM-a 
SEDEZtSICNMADE?16GJN-2ooO 
510(k) SubMARY A- FFm Fm 

DEVICE: MI-N TFX7iRS AN0 AcQBBUS 
SEDECIS1CNMADE:09-JuN-2000 
510(k) SUM4R.Y A~UL&BCE m Fra 

DBVICE:~OIOUXICPACX 
SEDEXXSICNMADE: 03-.mN-2000 
510(k) ZGUBMRY A- FFuZ l!DA 

DEVICEi:TT3EiAPIUS,- AF'PLIC7Xt'ICNOF?HEGLJADINIGAELISATEsI: 

SFaDEK!ISIoNM?+DE: 07-.JDN-2000 
510(k) .sTmwim 

DEXK!Ei:AUENMEDUXAm ~~,zIlvplER~~-~ 

SEDECISIONMADE: 2O-JUN-2000 
510(k) SUM%RY AVAILMLE Ffll3pI FDA 




